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TEQUIN” (ga-Moxatinj 
Tablets 
TEQUIW (gatifloxacin) 
injection 
TEQUIN” (gMox.acin in 5% dextrose) 
Injection 
(Patient Information Included) 

TEQUIN” IS wallable as TEQUIN (gahfloxacin) Tablets for oral admrmstration and TEQUIN 
(gahfloxacrn) lnlechon and TEQUIN (gatifloxacm rn 5% dextrose) Injection for rntravenous 
admmrstrahon. 

OESCRlPTtON 
TEQUIN contains gahfloxacin. a synthetic broad-spectrum 8-methoxyfiuoroquinolone anhbac- 
tenal agent for oral or mtravenous admktrstratmn Chemically. gatifloxaan is (+j -1 -cyclopropyl- 
6-fiuoro-1, 4-drhydro-6methoxy-7-(3-methyl-1 -piperazrnyl)-4-oxo-3-quinolinecarboxylic acrd 
sesquihydrate. 

me chemrcal structure 1s: 

Its empirical fwmula is C,,H,FN,O,*l .5 H,O and its molecular weight is 402.42. Gatifkwacxn is 
a sesquihydrate crystafkne powder and IS whtte to pale yellow in color. It extsts as a racernate. wrth 
no net optical rotation The solubikty of the compound is pH dependent. The maximum aqueous 
solubikty (40-60 mg/mL) occurs at a pi-i range of 2 to 5. 
TEQUIN Tablets 
TEGUIN Tablets are avarIable as ZOO-mg and 400~mg v&he. film-coated tablets and contain the 
followmg Inactive ingredrents: hydroxypropyl methylcellulo~e, magnesium stearate. methylcellu- 
lose. mkxocrystalline cellulose, polyethylene glycol, polysorbate 60. simethicone, sodium starch 
glycolate. sorbic actd. and titanturn droxide 

CLINICAL PHARMACOLOGY 
Gahfloxacrn IS admwx&+red as a racemate. with the disposrhon and anhbacterial activity of the 
R- and S-enanhomers wrtually rdenhcal. 
AbSOrptiO” 
Gahfloxacin IS well absorbed from the gastromtesttnal tract after oral admutistratron and can be 
gwen without regard to food The absolute broavailab!ltty of gatifloxacin is 96%. Peak plasma 
concentrahons of gatrfloxacrn usually occur l-2 hours after oral dosing. 

The oral and mtravenous routes of admmistration for TEQUIN can be consrdered interchangeable, 
since the pharmacokkwtics of gahflaxacrn after 1 -hour intravenous administration are stmtlar to 
those observed for orally adminlstered gatifloxacm when equal doses are admkxstered (Figure 1) 
(see DOSAGE AND ADMINISTRATION) 

Figure 1. Mean Plasma Concentration-Time Profiles of Gatifloxacin Following Intravenous 
(Iv) and Oral (PO) Administration of a Single 400~mg O&e to Healthy Subjects. 
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Phamwcokinetics 
The mean (SD) pharmacokmehc parameters of gatrfloxacrn followrng oral administrabon to healthy 
subjects wrth bacterial infections and subjects wrth renal insuffictency are ksted in Table 1. The 
mean (SO) pharrnacobnehc parameters of gatifloxacrn following intravenous admtnistration to 
healthy subfects are ksted m Table 2. 

Gatifloxacn pharmacokrnetrcs are knear and time-Independent at doses rangmg from 200 to 
800 mg admmistered over a period of up to 14 days. Steady-state concentrations are achreved 
by the third dally oral or intravenous dose of gatifloxacin. The mean steady-state peak and trough 
plasma ConCentratiOna attamed following a dosrng regimen of 400 mg once dally are approxr- 
mat& 4.2 pg/mL and 0.4 &$mL. respectwely. for oral administrabon and 4.6 pg/mL and 
0 4 ng/mL, respectively, for mtravenous admtnistratlon. 
oletrib”tiorl 
Serum protern brndrng of gatrfloxacin IS approximately 20% rn volunteers and IS concentrahon 
Independent. Consistent with the low protein binding, concentrations of gatiffoxacrn in saliva 
were approximately equal to those m plasma (mean [rangej salixxplasma ratto was 0.66 
10 46-1.577). The mean volume of dtstnbutton of gattfloxacin at Steady-state (Vd,,) ranged from 
1.5 to 2.0 L/kg. Gatifloxacm is widely distributed throughout the body into many body trswes 
and fluids. Rapid distribubon of gatiftoxactn into hssues results m higher gatifloxacrn concert- 
trations in most target tissues than sr serum (Table 3). 

Gabfloxactn 4s excreted as unchanged drug pnmanty by the kidney. More than 70% of an 
administered TEQUIN dose was recovered as unchanged drug m the urine withrn 48 hours fol- 
towng oral and xttravenous admintstratkxt. and 5% was recovered m the feces. Less than 1% 
of the dose IS recovered in the urine as two metaboktes. Crystals of gatiftoxaon have not been 
observed in the unneof normBt. healthy human subjects folkwtng admimstration of mtravenous 
nr om1 rinsaq Irn +n RO” rn” _. _._. - ___-  - r_____., .  il 

The mean elimrnatron half-lrfe of gatifloxacrn ranges from 7 to 14 hours and is independent of 
dose and route of adminrstration Renaf clearance is independent of dose with mean value rang- 
mg from 124 to 161 mUmin. The magnitude of this value. coupled with the srgmficant decrease 
in the etimmetlon of gatiftoxacin seen wdh ooncomltant probenectd admmrstrahon, indicates that 
gahhovactn undergoes both glomerular Rltrahon and tubular secretion. Gatifioxaan may also 
undergo minimal btliary and/b, intestinal elrnXnatlOn. Smce 5% of dose was recovered in the 
feCeS a9 unchanged drug. Thus t inding <S SUppO&+d by the S-fold hrgher eonoentroti~n of 
gatifloxacin m the bile compared to the plasma (mean bile-plasma raho [range] 5 34 [0.33-l 4 0)). 
Special Populations 
Pa:ien& with Bacterial Infections 
The pharmacokmettcs of gahfloxacin were srmitar between healthy volunteers and patrents with 
mfection, when undertying renal funchan was taken Into account (see Table 1) 
Geriatric 
foliowtng a stngle oral 400~mg dose of gatdtoxacin tn young (18-40 years) and elderly (265 
years) male and femalesubfects. there were only modest differences I” the phannacoktnetics of 
gatifkxacin noted w? fernate subiects; elderly females had a 21% mcrease tn C,,, and a 32% 
increase in AUC., compared ta young females. These drfferences were rnatnly due to decreas- 
mg renal function wth mcreasing age and are not thought to be ctinicatty rmportant. No dosage 
ad)ustment based on age atone 3s necessary for elderly subjects when admkvstenng TEQUtN. 

Pediatric 
The pharmacokinetrcs of gahfloxacm rn pedrafnc Populations (~18 Years of age) have not been 
established. 
Gender 
Fotlowng a smgle oral 400~mg dose of gatifloxacln tn mate and female subfects, there were onty 
modest drfferences 10 the pbarmacokinetics of gatifloxacin, mainly confmed to elderly subfects. 
Elderly females had a 21% mcreaSe n Omax and a 33% rncrease 10 AX,, I compared to etder- 
ly males. Both results were accounted for by gender-related dtfferences tn body wetght and are 
not thought to be clinically important Dosage adlustment of TEQUIN (gahfioxacin) 1s not nec- 
essary based on gender. 
Chronic Hepatz Dsease 
Followmg a single oral 400-mg dQSe of gatffloxacln tn healthy subjects and in subfects wrth 
moderate hepatic rmpamnent fCh;hild-Pugh S classification of c~rrhosrs), C,,, and AUCl0..l values 
for gatrfloxacin were modestly hrgher (32% and 23% respectively). Due to the concentrahon- 
dependent anbmicrobtal activtty assowted with quinotones, the modestly higher C,, values m 
the subjects wtth moderate hepahc impormeni are not expected to negatively Impact the 
outcome of TEQUIN therapy in,thts populahon. Dosage adjjstment of TEQUIN is not necessary 
m patients with moderate hepato rmpsrment. The effect of severe hepahc tmparrment on the 
pharmacokmehcs of TEQUIN (gatrfioxacm) IS unknown. 
Renal lnsuffrciency 
Following administrahon of a smgle oral 400~mg dose of gahftoxacin to subjects with varying 
degrees of renal rmpainnent. apparent total clearance of gatifloxacm (Cl/F) was reduced and 
systerwc exposure (AUC) was fncreesed commensurate with the decrease in renal funchon (see 
Table 1). Total gatifloxacfn clearance was reduced 57% m moderate renal msuffic~ency 
(Cl, 39-49 ml/mitt) and 77% in severe renal in?.ufffciency (Cl,, ~30 mL/mtnj. Systemrc exposure 
to gahfloxacln was approximately 2 hmes higher rn moderate renal insufficiency and approxt- 
mately 4 times hrgher In severe renal insufficiency, compared to subjects wth normal renal func- 
hon. Mea” C values were modestly increased. A reduced dosage of TEQUIN IS recommended 
m pabentS W% creattnine clearance ~40 mUmm. tncludrng patients requrring hemodraiysrs or 
conbnuous ambulatory peritonbal dzalysis (CAPS) [see PRECAUTIONS: General and DOSAGE 
AND ADMtNlSTRATtGN: lmwired Rena1 Functinnl 
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CLINiCAL PHARMACOLOGY 
Gatifloxactn IS admmrstered as a racemate, with the dtsposrtron and antibactanal activity of the 
R- and S-enantiomers vfrtually rdentical. 
Absorption 
Gatifloxacin is well absorbed from the gastrostteshnal tract after oral administration and can bs 
gwen without regard to food. The absolute bioavailability of gatifloxacin is 96%. Peak plasma 
COnCSntrStlons of gatifloxacin usually occur l-2 hours after oral doslog. 

Ths oral and intravenous routes of admmkstration for TEQWN can be considered lntt?fCh~Q~bie. 
smce the pharmacokinettts of gattfloxactn after l-hour mntravenous admmnistratton are stmilar to 

(see DOSAGE AND A&NfSTRATION) 
those observed for orafl adminrstered gatrfloxactn when equal dpsss are administered (Ftgure 1) 

Figure 1. Mean Plasma Concentration-Time Profiles of Gatifloxacin Following Intravenous 
(Iv) and Oral (PO) Administration of a Single 40%mg Dose to Healthy Subjects. 

Pharmacokinetics 
The mean (SD) pharmacokinetic parameters of gatifloxacm followng oral administrahon to healthy 
sub1ects wth bacterial infecttons and sublects wth renal kxufficrency are ksted tn Table 1. The 
mean (SD) phannacokmetii parameters of gatrfloxactn foilowrng rntravenous admmistrat!on to 
healthy subjects are listed in Table 2 

Tab@ I 1 

The pharmacokmetios of gatifloxacin were ssnilar between healthy voiuntesrs and patrents with 
Iflff?otron, when underlyrng renal function was taken into accwnt (see Table I). 
Gerratnc 
Followmg a single oral 400~mg dose of gatffloxacln m  young (18-40 years) and elderly (285 
years) mate and female subjects, there were only modast differences in the pharmacokmetrcs of 
gatdloxacln noted in female subjects; elderly females had a 21% rncrease II, C,, and a 32% 
mcrease tn AUC,,,  $omparad to young females. These drfferenoes were mainly due to decreas- 
mg renal functton wrth mcreasing age and are not thought to be clinccally important. No dosage 
adjustment based on age alone is necessary for elderly subfects when SdmlnlSterlnQ TEQUIN 
Pediatric 
The pharmacokmetrcs of gatlffOxaC(n in pediatric populatrons (~18 years of age) have not been 
establrshed. 
GC?fMiW 
following a SlnQle oral 400-mg dose of gatifloxacin I” male and female sublects, there were only 
modest drfferencea n-r the pharmacokrnetas of gatrffoxacin. mainly conhned to elderly subjects. 
Elderly females had a 21% increase 10 C and a 33% mcrease in AUC,O _ compared to elder- 
ly male$. Bath results were accounted fo?$y gender-related differences m  body weight and are 
not thought to be cknically Nnportant. Dosage adjustment of TEQUlN (gatifloxacm) IS not nec- 
essary based on gender. 
Cbromc HepaW Disease 
Following a single oral 400-mg dose of gahffoxacin in healthy subjects and I” sublects wth 
moderate hepatrc impairment (ChtMPUgh B  classification of cirrhosrs). C,, and AUC, _I values 
for gatifloxaem were modestly higher (32% and 23% respectively). Due to the concentration- 
dependent antrmkxobml activity associated with quinolones. the modestly htgher C,, values tn 
the subfeots wth moderate hepaw rmparrment are not expected to negatwely impact the 
outcome of TEQUIN therapy m  this oopulatron. Dosaoe adiustmenf of TEQUIN IS not necessary 
in pattents with moderate‘fiepahc impamment. The effect ‘of severe hepatic rmpawment on the 
pharmacokinetccs of TEQUiN (gatrffoxacm) ts unknown. 
Renal /*suff/ci¶ncy 
Following admimstratton of a single oral 400~mg dose of gatifioxactn to subjects with varymg 
degrees of renal rmpawment, apparent totat clearance of gatrfloxacin (CW) was reduced and 
systemic exposure (AUCj was increased commensurate with the decrease rn renal functmn (see 
Table 1). Total gatifloxacin clearance was reduced 57% in moderate renal msuffwsncy 
(I&. 30-49 mUmin) and 77% in sewsre renal insufficiency (Cl, ~30 mUmin). Systemrc exposure 
to gatrffoxacm was approximately 2 tknas higher m  moderate renal insoffjcrency and approxi- 
mately 4 times higher m  severe renal insufficiency, compared to subjects with normal renal func- 
tion. Mean C,, Values were modestly increased. A  reduced dosage of TEQUIN IS recommended 
in patients wth creatinwe clearance ~40 mUmin.  mcludrn 
contirmous ambulatory peritoneal dialyes (CAPEI) (see PR 8 

patients raqumng hemodmlysts or 
CAUTIONS: General and DOSAGE 

AND AOMINISTRATIOEI:  impaired flenaf Functlonj. 
Diabetes Me/Mm 
The pharmacokinetrcs of gattfioxacm m  patwnts with type 2 dtabates (non-insulin-dependent 
drabetes mellrtus). fdlow!nQ TEQUIN 400 mg orally for 10 days, were comparable to those I” 
healthy subjects. 
Gh~c~se Homeostasis 
Disturbances of blood glucose, rncludrng symptomattc hype+ and hypoglycsmra. have been 
reported with TEQUIN, usually te diabetic patients. Therefore. careful monitoring of blood fucose 
IS recommended when TEQUIN-is admintstered to patkents v&h drab&es (see WARNING $ PRE- 
CAUTIONS: Information for P4%tients, andDrug fntaraction$, and ANIMAL PHARMACOLOGY 

In a postmarketing study conduoted in non-infected patrents (n=70) with type 2 diabetes mel- 
lotus controlled prZmarily with e&her the combinahon of glybunde and metformin or metformrn 
alone. dally administration of gatlfloxacrn 400 mg orally for 14 days was associated with initial 
h 

Y  
poglycemfa followed by hyperglycemia. Upon mrtiation of gatrfloxacm dosrng (ie, hnt 2 days 

o treatment). there were mcreasas in serum insulin concentrations and. resultrng decreases rn 
serum glucose, as compared to baseltne glucose values, desprte ingestion of dietary restricted 
meals. In some pahents, tha reductions in glucose produced srgns and symptoms of 
hypoglycemia (asthenia, sweating, dizziness) and necessitated admmistratron of additional 
food. With contwed gatifloxaofn doscng (ie, from the third day of treatment and throughOut the 
dosing period) fastmg serum glucose cw.zentrations were mcreased compared to baseline. The 
serum glucose concentrabons returned;to baseline rn most of these uninfected patients by 28 
days after the cassatlon of gatffloxacln treatment. Single doses of insukn were administered to 
three patrents in this study to Collect the hyperglycemia during contswad gatffloxacrn admmistmtron. 

In two premarketlng studies, no blinically signrficant changes in glucose tolerance (via mea- 
surement of oral glucose challenge) and glucose homeostasis (vra measurement of fastmg serum 
glucose, serum msulst. and c-peptide) were observed following single or multrple intravenous 
infusion doses of 200 to 800 mg TEQUiN in healthy volunteers (n=30), or 400~mg oral doses of 
TEQUIN for 10 days in patienta (n=l6) with type 2 (non-lnsulln-dependent) diabetes melktus 
controlled on diet and exemlse. Compared to placebo. transient modest increases I” serum 
msutin of approximately 20-40% and decreases tn glucose conc%ntrattons of approxrmately 
30% were noted with the first dose of intravenous or oral gatifloxacrn 

In another premarketing study, -following admimstration of single oral 400-mg doses of 
TEQUIN for 10 days in patients (n=lS) with type 2 diabetes melktus controlled with glybunde, 



decreases 10 swum insuh concentrations of approximately 30-40%. as compared to placebo, 
were noted fO!fowng Orei giUCOse challenge: hoWever, these decreases were “Ot accompanied 
by statfstically si “lfica”t changes I” serum glucose levels. In thus study. modest increases in 
fastI”9 glucose average increases of 40 mgidl) were also noted by day 4 of Continued a 
gabfloxacin admmlsfratran. although these changes drd not reach etahstlcal srgndcance. 
Photosensitivity Potential 
1” a study of the skm response to ultraviolet and vwble radlatcon conducted in 46 healthy. male 
Caucasian vofunteers (12 per group), the minimum erythematous dose was measured for 
CJProfloxacln (500 mg BID), lomefioxacin (400 mg QO). gabfloxactn (400 mg 00). and placebo 
before and after drug admimstratio” for 7 days. In thus stud gatifloxacin was comparable to 
placebo at all wavelengths tested and had a lower potential or produong delayed photosensi- t” 
twity skm reactions than c~profloxacln or lomefloxacm. 
Electrocardiogram 
In premarketing studies of volunteer subjects ~11th pre- and post-dose ECGs obtamed in 
55 male volunteers recewng oral or 1V TEQUIN doses of 200 to 600 mg. the mean change in the 
post-dose QTc Interval was cl0 msec and there were no subfeots with prolonged post-dose QTc 
lntervale of ~450 msec. I” a postmarketIng study of 34 healthy male and female volunteers reCeiw”g 
stngle oral doses of TECXJIN 400, 800, and 1200 mg and placebo. an association between 
increases in post-dose QJc interval changes from baseline and ~“creases tn gatifloxacin plasma 
concenrrabons were observed. At the therapeutic dose of 400 mg, the mean change ln the post- 
dose QTc fnterval from baselrne was cl0 msec. There were no subjects with prolonged post-dose 
QTC ntervals of 2450 msec for males and r170 msec for females. 

I” a postmarketIng cl~wal trial of 262 patients wth respsatocy tract mfecbons recewng repeated 
40%mg oral doses of JEQUIN who were studied wth pre- and post-dose EGGS. the mean change 
m the post-dose QTc mterval was ~10 msec followlng the first 400-mg dose. In another postmar- 
kebng study of p&ems. with an acute coronary syndrome occurring wthm 4 wee&s prior to JEQUIN 
admimstraton. pre- and post-dose ECGs were obtained in patients who were admrmstered TEQUIN 
4oD mg orally after single (n=372) and repeated (steady state; n=36) dosmg. The mean changes in 
the post-dose QTc interval m these patients were ~10 meet aft& both single and repeated dosing. 

There IS limited Information awlable on the potenhal for a pharmacodynamic interaction in 
humans between gatlfloxawn and dru 
such as Class IA and Class Ill antiarr 91 

s that prolong the QTc mrerval of an electrocardiogram 
ythmtcs, cisapode, erythromycin, antlpsychotics. and 

tncyclic antidepressants (see WARNINGS and PRECAUTIONS: Information for Patknts1 
spirometry 
No climcally significant changes in splromehy were obsewed following single or multiple 
200-mg, 400~mg, 600-mg. and 800.mg intravenous Infusion doses of JEQUIN in healthy volunteers, 
lhg-Drug Interactions 
Systemic exposure to TEQUIN IS fncreased followlng concomitant administration of TEQUIN and 
probenecid. and IS reduced by concomitant admincstration of TEQUIN and ferrous sulfate or 
antacids wntalning aluminum or magneswm salts. TEQUIN (gatifloxacin) can be administered 
4 hours before the admmlstrabon of dietary supplements containing zinc. magnesium, or won 
(such as multiwtammns). 

Pmbenecid: Concormtant admrnistratlon of TEQIJIN (smgle oral 200.mg dose) with 
probenecld (500 mg BID x 1 day) resulted in a 42% mcrease in AUC and a 44% longer half- 
ltfe of oatifloxacin. 
I&: *ien TEQUIN (orngle oral 400-mg dose) was administered concomitantly with fer- 
rous sulfate (single oral 325mg dose), bloavailablltty of gahfloxacin v&s reduced (54% 
reducbo” in mea” C and 35% reduction in mea” AK). Admimstratlon of TEQUIN (sin- 
gle oral 400.mg dosT2 hours after or 2 hours before ferrous sulfate (singie oral 325-mg 
dose) did not sigmfioantly alter the oral btoavallabillty of gatffloxacm (see DOSAGE AND 
*~MIN1STRdTIOMI ..- . . . .._....... -__,. 
Antacids: When TEQlJlN (single oral 400-mg dose) was administered 2 hours b&we, concomi- 
tantly, of 2 hours after a” aluminum/magnesium-containing antacid (1600 mg of alumwm oxide 
and 1200 m 
reduchon I” 8 

of magnewm hydroxide single oral dose), there was a 75%, 69%, and 47% 
and a 17%. 64%. and 40% reduction in AUC of 

alummum/ma~~sium-contamIng antacid dtd not have a cl& P- 
tifioxaoin, respecbvely An 

ly significant effect on the 
phatmacoktnetlcs of gatifloxacin when administered 4 hours after gattfloxaci” admwstration 
(single oral 400-mg dose) [see O&AGE AND ADMINISfRATiONj. 
Milk, Calcium, and Calcium-containing Antacids: No significant pharmacokinetic interac- 
tions occur when milk or calcium carbonate is administered concomitantly with TEQUlN 
Concomitant admimstration of 200 mL of milk or 1000 mg of cakwm carbonate wtth 
JEQUIN (ZOO-mg gahfloxaom dose for the milk study and 400-mg gatifloxaa” dose for the 
calcium carbonate study) had no Slgniflcant effect on the pharmacokinetics of gatifloxacin. 
TEQIJIN can be admmistered 4 hours before the admtnwrahon of dietary supplements 
contaming zinc, magnewm. or won (such as mulbvitamrns). 

Minor pharmacokmetlc lnteractlons occur foilowIng concomitant admInistration of gatiiowicl” 
and digoxm: a pno” dosage adjustments of either drug are not warranted. 

Digoxin: Overall, only modest mcreases +” C,, and AUC of dtgoxm were noted (12% and 
19% respectively) in 6 of 11 healthy volunteers who received concomitant admtnistration of 
TEQUIN (4OOmg oral tablet, once daily for 7 days) and dlgoxm (0.25 mg orally, once daily 
for 7 days). I” 3 of 11 sublects. however, a signiftcant increase in di ox!” concentration?. 
was observed In these 3 subjects. digox!” C,, increased by 18%, 8 9%, and 58% while 
dtgoxi” AUC tncreased by 66%. 104%. and 79%, and digoxin clearance decreased by 
40%. 51%:. and 45%. Although dose adjustments for dtgoxi” are not warranted with inttla- 
bon of gatlfloxaci~!reatme”t, patients taking digoxln should be monitored for signs and/or 
symptoms of toxicity. In pabents who display signs and/of symptoms of digoxi” intoxica- 
ho”. Swum dlgcm” =O”Ce”wat1011D aho”ld be astermIned, and aig*Xlrl cfusayr Should be 
adlusted as appropriate. The pharmacoklnetics of gatifloxacin was not altered by digoxin 

No signlftcant phannacoklnetic Interactions oocur when clmeiidine, midatilam, theophylline, 
warfan”, or glyburide 1s administered concomitantly with TEQUIN. These results and the data 
from in vrfro stucfies suggest that gatifloxactn IS unltkely to s!gnificantly alter the metabolic clear- 
ance of drugs metabolzed by CYP3A, CYPlAP, CYP2C9, CYP2Cl9, and CYP206 aoenrymes. 

Cimetidine: Admiwtrabon of TEQUIN (single oral dose of 200 mg) 1 hour after cfmetidtne 
(single oral dose of 200 mg) had no significant effect on the pharmacokinetics of 
garifloxacin. These results Suggest that absorption of gatlfloxacln IS expected to be 
unaffected by Hz-receptor antagonIsts llke cimetidine. 
Ulidazolam: TEOUIN admrnistrabo” had no significant effect on the systemic clearance of 
mtravenous midazolam. A single tntravenous dose of midazolam (0.0145 mg/kg) had no 
effect on fhe steady-state pharmacokmebcs of gabfloxactn (once daily oral doses of 400 mg 
for 5 days). These results are conststent with the lack of effect of TEQUIN in m vitro studies 
wfth the human CYP3A4 wenzyme. 
Theophytlii: Concomitant adnwistrahon of TEQUIN (once daily oral doses of 400 mg for 
5 days) and theophylltne (300 mg El0 oral dose for 10 days) had no significant effect on the 
pharmacokinehcs of either drug These results are consistent with the lack of effect of 
TEQUlN in m who studtes wth the human CYPlA2 ,soenzyme. 
Warfarin: Concomitant admlmstratlo” of JEQUIN (once daily oral doses of 400 mg for 
11 days) and warfan” (single oral dose of 25 mg) had no significant effect on the phannacoki- 
net!cs of either drug nor was the prothrombin lime slgnifioantly anered. These results are 
consistent wtth the lack of effect of TEQUIN m in vitro studies with the human CYP2C9, 
CYPlA2. CYP3A4, and CYP2C19 ~soenzymes (see PRECAUTIONS: Dnrg Interactions). 
Glyburide: Pharmacodynamrc changes I” glucose homeosta$is were see” v&b concomitant 
adm~mstrahon of TEQUIN (once dally Oral doses of 400 mg for 10 days) and glyburide (steady- 
state once dally regimen) in patlents with type 2 dtabetes mellrtus. This was not associated 
with slgnihcant effects on the pharmacokmetfc dlsposltlon of efther drug. These latter resulb 
are cO”s&?“t wth the lack of effect of TEQUIN I” rn wtro studies with the human CYP3A4 
!soenzyme (see CUNICAL PHARMACOLOGY: Glucose Homeostesfs and WARNINGS) 

Microbiology 
Gatifloxacln IS a” 6-methoxyfluoroqutnolone ~8th in vitro achvdy against a wide raoge of 
gram-negatwe and gram-posdive mwoorgan~sms. The antlbacteriel actian of gaiiiloxacm results 
from inhlbltton of DNA gyrase and topolson?erase IV ?NA gyrase k an gssent+l enzyme that IS ,n.,^,l,prl .” .L.- -_.. I _..I -- ..-___ 

Aerobrc gram-negatwe mrcroorgaoisms 
Acinatobacter lwoffi~ 
Crtrobacter fieundri’ 
Citrobacter kosen 
Enterobactaf aerogeoes 
fntarobactsr cloacae 
K?ebsieNa oxyfoca 
Morganelfa moganir 
Proteus vutgans 

Anaerobic microorganisms 
Peptostreptococcus species 
NOTE: The actiwty of gahfloxacln against Tceponsma pallrdum has not bee” evaluated; however, 

other qurnolones are not active agarnst r?c?po”ema pa//idum (see WARNINGS). 
NOTE: Extended-spectrum pJactamase produwng gram-negative microorganisms may have 

reduced suscepbblkty’to qumolones. 
SusceptibGfy Tests 
Dilution techniques: Quantitatrve methods are used to determme antimtcroblal mm~mum 
Inhibitory concentrations (MlCs). These MlCs prowde esttmates of the suscephbllity of bacteria 
to antimicrobial compounds. The MlCs should be determined usmg a standardoed procedure. 
Standardized procedures are based on a dliutio” method’ (broth or agar) or equwalent w&h 
standardm?d ~noculum conoentr&tio”s and standardized concentrations of gatifloxacin powder. 
The MIC values should be cflterpreted accordtng to the following cntena: 
for testing Eoferobactenaceae and Staphylococcus species. 

MW lnteror~ 
Susceptible (S) 

4.0 lntermedlate (I) 
Xl.0 Resistant (A) 

For testing Haemophilus mfluen2ae and Haemophilus paramfluenzae ? 
MC fua/rnLl lnteroretabon 

$1 0 Susceptible (S) 
aTIns ,nterpmtwe standard is apJ?iicabL9 only to brom mwodllutwn s”sceP*lbtkiy tests mm Haemoph,ius 

,“fhlc3”zBB aful Haemnph~lus p.va”me”zae uetng Hmnoi)n~~“s Test Msdium (w&l, 
The current absence of data cm resistant strains precludes defining any results other than 

“Susceptible”. Strains yieldmg ME results suggestive of a “nonsusceptible” category should be 
submItted to a reference labwatory For further testmg 
For testmg Straptococcuspneumoniae? 

hnl(;[Mslnu interoretation 
51 .o 

2.0 
Susceptible (S) 
Intewediate (I) 

24.0 Resistant (R) 
For testing Streptococcus spews other than Streptococcus pneumonrae? 

YW 
k&e.roretatmn 
Susceptible (S) 

4.0 lntermedmte (I) 
ZB.0 Rewtant (R) 

‘These i”twpreh”e stan*arcls are appkcabk only to br0m mlcmdll”hon susceownllty tests us,ng catton- 
~d~vsted w21br-bkmn broth with 2.5% iysed how mod. 

For testitig Nerssena gonorfhoeas”: 
WlCwt 1) 

~.12? 
0 25 

20 5 

Jnterwretatiol? 
Susceptible (S) 
Intermediate (I) 
Resistant (t?) 

A report of “Susceptible” indicales that the pathogen IS illrely to be !nhtb&d d the antimicrobial 
compound m the blood reaches the concentmhon usually achlevabie A report of *I”fermed~ate” 
indicates that ti result should be cuwidered equivocal and if the microorganism 1s not fully 
susceptible to alternative, clinccally feasble drugs, the test should be repeated. This category tmplles 
poesdbfe cl&al applicability I” body ittetes wtwe the drug IS physiologroally coooentrated or 1” 
situahons where high dosage of drug can be used. Thts category also provides a buffer zone, which 
prevents small uncontrolled technical factors fmm causing major d!sa+pa”aes in interpretahon. A 
repoti of ‘Resistant” ~“clicates that me pathogen IS not Itk@y to be lnhiblted If the antfmicrobial mm- 
pound m the blood reaches the ooncenrratlo” usually achiivabfe; other therapy should be selected. 

standardized susceptibility test procedures require the use of laboratory control mtoroorgan- 
lsms to control the technical aspects of the laboratwy procedures. Standard gatifloxacin 
powder should provide the following MIC values. 

Microoraarwr~ no iua 
Enterococcus faec& RTCC 29212 @?I:2 _” l.o’mfl 
Escherichra cob ATGC 25922 0.008 - 0.03 
Haemopklus influensae ATCC 4X247* 0.004 - 0 03 
Neisserra gononhoaae ATCC 49226e 0.002 - 0.016 
PsauUomonas aeruqkrosa ATCC 27653 0.5 - 2.0 
Staphylococcus aurfws ATCC 292 13 0 03 - 0.12 
Streptococcus pneumoniae ATCC 49619’ 0 12 - 0.5 

d This quakty wntrol range 8s aprikcabla to only H ,nf,uenree ATCC 19247 tested by a brath m,crod~,u- 
1Km proc*re using HJW 

* This quality ~ntfol range IS applicabto to only N. gonorrboeae ATCC 49226 tested by an agar d,lti,on 
WXed”r~ “SWJ GC agsr base wtth 1% defwed growth ~,prAw,ent ’ 

‘This WdiiY cm-m01 range is applicablcto only s pm?“mrae *xc 49619 tested by a mlcrcm”hon 
p”)csdUre uvng &on-adwted Mu%W-Hinton broth wtb 25% lysed horse blood.’ 

Dfffuscon tachniques: Quantitative methods that reqwe measuremwt of zone diameters also 
pravlde reproducible estimates of. the suscephbility of bacteria to anrtmlcrobial compounds 
One such standardized procedure* reqwes the use of standardtzed cnoculum concentrations 
This procedure uses paper disks m,pra$“abd with 5-Mg gattfloxacm to test the susceptrbllity of 
mtoroorganlsms to gahfloxacf”. 

Reports from the laboratory prowding results of the standard single-disk susceptibiltty test 
with a 5-pg gahfloxaci” dak should be interpreted accordtng to the following Cnterta: 
The followrng zone diameter mterpretwe cntefia should be used for testing Entarobactenaceae 
and Staphylocowx spewes 

Zone Diameter (mm) 
218 

Interpretat~ 

15 - 17 
Susceptible (S) 

214 
Intermediate (I) 
Resistant (R) 

For testwg ffaemoph~lus influenzae and Haemophrlus parainfluenzae 4’ 

Zone Diamgt- Interoretatlon 
218 Suscepttble (S) 

,.e The current absence of.r@t?-oz resistant straw precludes deflnlns any results other than ____ _,_. __ ^^__._ _ 
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containing zinc, magnesium. or iron (such as multivrtamins). 
Minor pharmacokinetrc interachons occur following concomitant administration of gabfkxacin 

and d&gown; a prior1 dosage adlustments of either drug are notwarranted. 
D&toxin: Overall, only modest increases in C,, and AUC of dlgoxm were noted (12% and 
19% respecbvely) in 6 of 11 healthy volunteers who received concomitant admmistrahon of 
TEQUIN (400~mg oral tablet, once dally for 7 days) and digoxin (0.25 mg orally, once dally 
for 7 days). In 3 of 11 subiecrs, however, a slgmflcant increase IR digoxin concentrations 
was observed. In these 3 subjects, drgoxin C,,, Increased* by 18%. 29%* and 58% while 
dtgoxin AUC increased by 66%. 104%, and 79%, and digoxin clearance decreased by 
40%. 51%. and 45%. Although dose adlustments for dlgoxin are not warranted with in&- 
hOn of gatifloxacin treatment, patients taking drgoxln should be momtored for sfgns and/Or 
symptoms of toxicity. In pabents who display signs and/or symptoms of digoxin intoxica- 
tion. serum digoxrn ccncenfrations should be determined, and digoxkl dosage’shOulU oe 
adlusted as appropriate. The pharmacoklnetics of gatifloxacin was not altered by dlgoxln. 

No signifroant pharmacokfnetic rnteractmns occur when cimetldlne, midazolam. theophylllne. 
warfann, or glybunde IS administered concomitantly with TEQUIN. These results and the data 
from in vitro studies suggest that 

8 ance of drugs metabclrzed by CY 
atifloxacin 1s unlikely to significantly alter the metabolic clear- 
3A. CYPIAP. CYP2C9. CYP2C19, and CYP2D6 lsoenzymes 

Cimetidine: Admmistratron of TEQUIN (single oral dose of 200 m9) I hour after clmetldrne 
(single oral dose of 200 mg) had no significant effect on the pharmacokmetics oi 
gatiflcxaCln. These results suggest that absorption of gatif ioxacm is expected to be 
unaffected by W&?ceptor antagomsts ltke cimetldine. 
Midazolam: TEQUlN administration had no srgnlfrcant effect on the systemrc clearance of 
intravenous midazoiam. A single intravenous dose of midazolam (0.9745 mgikg) had no 
effect on the steady-state pharmacokinetics of gahfloxacin (~Jnnce datl 
for 5 days). These results are consrstent wth the lack of effect of TE 4 

oral doses of 406 mg 
UIN in in vitro studies 

wth the human CYP3A4 isoenzyme. 
Theophylline: Concomitant administration of TEQUIN (once daily oral doses of 400 mg for 
5 days) and theophylkne (300 mg DID oral dose for 10 days) had no sigmficant effect on the 
pharmacokmetlos of either drug. These results are consistent with the lack of effect of 
TEQUIN ln in v&o studies with the human CYPlA2 lsoenzyme. 
Warfarin: Concomitant admlmstratlon of TEQUIN (once daily oral doses of 466 mg for 
I1 days) and watfann (smgle oral dose of 25 m5) had no signlflcant effect on the pharmacokl- 
netlcs of either drug nor was the prothrombrn time significantly altered. These results are 
consistent with the lack of effect of TEQUIN in rn wtro studies with the human CYP2C9, 
CYPlA2, CYP3A4, and CYPZC19 isoenzymes (see PRECAUTIONS: Drug Interactions). 
Glybwide: Pharmacodynamlc changes rn glucose homeostasis were seen with conoomltant 
administration of TEQUIN (once daily oral doses of 400 mg for IO days) and glyburlde (steady- 
state once daily regimen) in pahents with type 2 diabetes mellltus. Thii was not associated 
wth significant effects on the pharmacokmetic dlspositlon of ether drug. These latter results 
are consistent wrth the lackof effect of TEQUIN ln in vitro studies with the human CYP3A4 
isoenzyme (see CLINICAL PHARMACOLOGY:  Glucose Homeostasis and WARNINGS).  

Microbiology 
Gahfloxacin is an 8-methoxyfluoroquinolone wrth rn vitro actwity against a wide range of 
gram-negative and gram-positive mwoorgansms. The antibacterial action of gatifloxacin results 
from mhibltlon of DNA gyrase and topoisomerase IV DNA gyrase is an essential enzyme that IS 
involved in the replication. transcription, and repair of bacterial DNA Topolsomerase IV is an 
enzyme known to play a key role in the pari ihomng of the chrcmosomal DNA during bacterial cell 
division. It appears that the C+methoxy moiety contributes to enhanced activity and lower 
selection of resistant mutams of gram-positive bacteria compared tc the non-methoxy C-8 moiety. 

The mechanism of action of fluoroquinolones including gatifloxacin is different from that of 
penicillins. cephalosporins, amtncglycosides. macrolides, and tetracydines. Therefore, fluoro- 
quinolones may be actwe age& pathogens that are resistant to these antibiotics. There is no 
cross-resrstance between gatifloxacln and the menhoned classes of antibiotics. 

From in ntro synergy tests, gatlfloxacin, as with other fluoroquinolones. is antagonistic with 
rifampln agamst enterococcl. 

Resistance to gatifloxacin m  vi?ro develops slowly via multiple-step mutations Resistance to 
gatifloxacin in vitro occurs at a general frequency of between 1 x 16’ to 16lo. Although cross- 
resistance has been observed between gahfloxacin and some other fluoroquinolones. some 
microorganisms resistant to other fluorcquinolones may be susceptible to gatlflowacin. 

Gatifloxacin has been shown to be active against most strains of the following micrcorganrsms. 
both.m vitro and ITI clinical infections as desonbed in the INOICATIONS AND USAGE section 
Aerobic gram-positive mvxoorganisms 

Staphylococcus aureus (methicil lm-susceptible straws only) 
Streptococcus pneumo&e (pemcdlin-susceptible strams) 
Streptococcus pyogenes 

Aerobic gram-negatwe microorganisms 
Escherichia coli 
Haemophrlus mfluenzae 
Haemophdus pammfluenzae 
KlebsieNa pneumonrae 
Momxe/la cetarrhalis 
Nessena gonorrhoeae 
Proteus mimbrlrs 

Other mrcmorgemsms 
Ch/amydia pneumoniae 
Legionella pneumophila 
Mycoplasma pneumonree 
The followlng rn vitro data are avarIable. but their clinical sicmifi~we is unkn v@ 
Gatifloxacln exhlblts in vitro minimum inhtbltory concentrations (MICe) oy $2 ug/mL 

(51 ug/mL for S’frepfococcus prkwmonrae) aganrst most (k90%) strains of the following microor- 
ganisms; however, the safety and effectiveness of gatlfloxacin in treating clroical infections due to 
these m~crccrganisms have not been established m  adequate and well-controlled clinical trials. 
Aerobic gmm&rtive miCmWga&mS 

Staohvkxoccus ecsa’emxd~s (methlcill ln-susceptlbk strains only) 
S&hj&coccus s;?prophytrccis 
Sfre,zococcus (Group ClGiR 
streptoc0ccus aga/actiae 
Streptococcus pneumoniae (pentclllm-resistant strains) 
streptococcus wdans group 

_-__ ___--- ;.,,.,-“-,~..‘--.~-“~~~~-~~~~~ --- II 
~~%ii%?k%~%lve, clmically feasible drugs, the test should be repeated. This category knplws 
possible clinical applicabiiii in bociy sites where the drug is physrologrcally concentrated or m  
situatlcns where high dosage of drug can be used. This category also provides a buffer zone, which 
prevents small uncontrolled techn@ factors from causing malor discrepancies in mterpretahcn. A  
report of *Resistant” indicates that the pathogen IS not likely to be lnhlbited if the antimcrotxal com- 
pound ln the blood reaches the concentmticn usually achwab$: other therapy should be selected. 

Standardtzed susceptibility test procedures require the use of laboratory control microorgan- 
lsms to control the techmcal aspects of the laboratory procedures. Standard gahfloxacln 
powder should provide the foilowing MIC values: 

&lrcroora3wwm f&2 Ranott &g&L) 
Enterococcus faecalis ATCC 29212 0.12 - 1.0 
Escherichia coli ATCC 25922 0 out3 - 0.03 
Hee/n*pht7u~ i”ffucnm~ hTCC 40247* 0.004 - 0.03 
Neisserra gorrorrhosae ATCC 49226& o.wz - 0.016 
Pseudomonas a%rug#?osa ATCC 27853 0.5 - 2.0 
Staphyfococws aura~s MGC 29213 0.03 -0.12 
Streptococctis Dneumoniae ATCC 49619’ 0.12 -0.5 

Diffusion techmqoes’ Quanhtatlve methods that require measurement of zone diameters also 
provrde reproducible estimates of the suscepublldy of bacteria to antlmicrobral compounds. 
One such standardized pmcedurea requires me use of standardrzed lncculum concentrations. 
This procedure uses paper disks impregnated with 5-ug gatifloxactn to test the susceptibility of 
microorganisms to gatifloxacin. 

Reports from the laboratory providing results of the standard angle-disk suscephbikty test 
with a 5-ug gatifloxacin dtsk should be interpreted accordlng to the following criteria: 
The following zone diameter interpretive cntena should be used for teshng Enferobacterraceae 
and Staphylococcus species: 

zone I) lametem 
218 

15- 17 intermediate (11 
<14 Resistant (R) ” 

For testing Haemophilus influenzae and Fiaemophrfus parainfluenzae 9. 
Zone Diameter lmm) irlteroret~ 

218 Susceptible (S) 

The current absence of data on resistant strains precludes defmfng any resuits other than 
“Susceptible”. Strains yielding MIC results suggestive of a “nonsusceptible” category should be 
submitted to a reference laboratory for further testmg. 

_ 
Zone Diameter lmmj 

221 
18-20 

217 

&xp et&ion 
busce\tible (S) 
lntermedlate (I) 
ResIstant (RI 

For testing Streptococcus species other than Streptococcus pneumonree I): 
zone olaw 

218 
15-17 lntermedlate (I) 

514 Resistant (R) 

These zone diameter standards only apply to test* periwmed using Mwtbr-Hmton agar supplemented 
with 6% sheep blood mctkmted I” 5% CQ 2 

For testing Neisserra gonorrhoeae? 
m  Oiametar (mm) 

M8 
34-37 

533 Resistant (R) 
Tbse interpretwe standards are appleable to dtsk ddfwlon tests wth GC agar base and I %  eelreed 
growh supplement incubated m  50% co,. 
Interpretation should be as stated above for results using dilution techniques. lnterpretahon 

lnvoives correlahon of the diameter obtained in the disk test with the MIC for gahfloxacm.2 
As with standardized dilution techncques. methods require the use of laboratory controi 

microorganisms that are used to controithe technical aspects of the laboratory procedures. For 
the diffuston technique, the 5-&g gahfloxacm disk should provide the following zone diameters 
in these laboratory quality control strains: 

Microoraancsm 
Eschedchra co// ATCC 25922 

Wtg Rance imm) 
3&7 

Haemophilus influenzae ATCC 492471 33-41 
Nersseda gonorrhoeae ATCC 49226% 45-56 
Pseudomonas aeruginosa ATCC 27653 20-28 
Staphylococcus aweus &xc 25923 2733 
Streptococcus pr~umoniae AT’CC 49619’ 24-31 
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INOICATIONS AND USAGE 
TECMN (gatifioxaci”) 1s indicated for the treatment of infeotlons due to su$ceptibie strains of the 
designatad miCmCrganisms in the conditions listed below (see GOSAOE AN0 ADkqudlSTRATIoN). 
Aate b+erial e~acetbati~n of chrwvic bronchiis due to Stmpicccc~us pneumc&e 
Haemoph,lus infkmzaq iiaemophilus wmnfl-e. Mcraxefk catanhalrs. or Staphylococcus eweu; 
Acute sinusitis due to Sfrepfococcos pneumcn~e or Haemophk nrfluenzee. 
Commum~acquired pneumonia due to Streptococcus pneumonias, Heemophilus influence 
Haemcphrlus fxrainfluemae, Moraxella catanhalis, Staphylococcus .wr..w, Myccplasm~ 
Pneumonia% Chlamydia pr?eumonk?e. Or Legionella poeumcphila. 
U”com@icated skin and skin sb%tcture infections (6. simple abscesses. furuncles, folliculiuS, 
wound I”feCtioions, and cellulitis) due to Sta@y/cocccus aureus (methic~llinsusceptible strains 
only) or strePtccoccus pycgenes. 

NOTE: A” insufficient number of Patients wdh the dtagnosxs of impetiginous lessons were 
available for evafuabon. 

Uncomplicated urinary tract infectiow (c~etitis) due to Eschetic/?ia cc/r, Kfe&ste!/a pneumonrae. 
or Pmfeus mrrabrfis. 
COmPliCated urinaw tract infections due to Eschenchia cob, Kkbsie/J@ pneumcniae, or Proteus 
mimbrlis. 
Pyekmephritis due to Eschenchia CO/I 
Uncompficated urethral and cervicd gonorrhea due to Nersserra gcnorrhoeae. Acuta, 
uncomplicated rectal infections in wxne~ due to Neissena gonortioeae (see WARNINGS). 

Arwrcwriafe CuJture and Susceptfbflity tests should be perfoned before treatment m order to 
tsclate and tde”hfy crgamsms causing infection and to Ueteim~ne their susceptrbllity to gatlfloxacm. 
Therapy with SEQUIN ma,: be initrated before results of these tests are known; cnce results 
become avatlable, appropriate therapy should be continued 

CONTRAfNDlCATlONS 
TWXJN 1s oO”tM”&ated in parsons with a hrstory of hypersensttivlty to gatlfloxacin or any 

{ member Of the quinolone cfass of antimicrcbial agents. 

WARNINGS 

GAT~FLOXACRJ HAS WE POTENTIAL TO PROLONG THE QTc INTERVAL CF THE &SC- 
TROCAWfCGRAM IN SOME PATIENTS. DUE TO THE LACK OFGWUWCAL EXPERI&,CE ,N 
PAnENTS WIni KNOWN‘ PROLQNGATfON OF THE QTc INTERVAL, PAT~SNTS WITH 
~NCOR=C- H’fPOKALEMIA, AND PATIENTS RMEIVfNGCtiSS IA EG, QUlNfDfNS; 
PROCAfNAMtW OR CLASS III (850, AMIODARQNE, SOTALOL) ANT~ARRI+YTHM~C 
AGENTS, GATlFLOXACrn SHOULD SE AVODED IN THESE PAWN3 POPU~TIONS. 

, Pharma~kinet~c and pharmacodynamlc studies between gatiffoxact” and drugs that prolong 
the QTC ‘“tenta) such as ClSaPnde, erythrcmycm. antipsychotics. and tricycfic antidepressants 
have not been Performed. GMloxa6n should be used with caution when given ~“ccrra”tfy 
wfth these drugs, as wall as in patiertts~with ongcifig prcarrhythmic conditions. such as Ctinrca~lY 
significant bradycardia or acute myocardial isohemia. 

The magojtude cf WC PrClongatlcW ‘moreaS& with tocreasing concentra~~m of the drug there- 
fare. the recommended dose and Ihe recommended intravenous infusfic” rate should bt be 
exceed& (See GOBAGE AN0 ADMlNlBTRATfON for dosing reoommendatiins for patients wtih or 
wlthcot renal impiunnent). 0% prolongation may lead to a” increased risk for vent&u&r arrhythmcas 
*m”tJ torsad*S de Pointes (See GUNICAL F’llAFtMACOLOG~ &otrocardicgrarn). 

No cardiovascular morbidity or mortality attributable to QTc prolongation has occurred in over 
44JJOO Pattents treated with gatifloxaom in clinical trcals; these m&de 118 patients ccncurrentiy 
reoe”%J drugs k”CW” to PraloOg the OTC interval and 139 patients know” lo have uncorrected 

; hypokalemla (EGG mcnfiormg was not perform&). During postmarketing survelliance, rare cases 
cf tcrsades de Pcintes have bee” reported in patitients’takmg gatifloxaan. Th&e cases have 
OCCUmd P~~mWifY m elderly patrents with undedyfng medicat proMems for which they were 

j receiving concomitant medlcaticns known to prolong the OTC interval; the cc”tributtc”, if any, of 
gatifloxaci” to the development of torsades de pointes in these pattents IS unknown. 
Disturbances in Blood Gluoose 
Disturbances of blood glucose, including eymptomatlo hype+ and hypoglycemia, have been 
reported wrth TECWIN. usually I” diabetic patients. Therefore, careful monltormg of blood glucose 
1s recommended when TEQUIN IS admmtstered to patients with diabetes (see CLINICAL 
PHARMACOLOGY, PRECAUTIONS: fnfomwtion for Patients and Drug Interactions, and 
ANIMAL PUARMACOLOG~. 

Studies conducted in no”-mnfected patients with type 2 diabetes mel#us controlled on oral hypo- 
glycemic agents have demonstrated that TEQUIN (Qatrflcxacin) is associated with disturbances in 
glucose homeostasis including a” mcrease in Serum tnsulin and decrease in serumglucose usually 
fcllow!“g administrahcn cl ~litial doses (ie, first 2 days of treatment). and sometimes associated 
with symptomat!c hypoglycemta. Increases in fasb”g serum glucose were else obs@w?d, usually 

! after the third day of TEQUIN administration, contiiwng through& the duration of treatment. and 
returnmg to baseline by 28 days after the cessation of gatifloxacln treatmem in most patients. 

homeo&a& ,” patfents tmt4d with TEQUIN. Hypogf$CemlC ePtso&s, 1” Some cases severe, 
During the p&marketing nenod. there have been r oorts of Seric L c(k+uti.netiWnt**+~* 

q have been repo&,,j m pahenl~ &h diabetes mefhtus ireated with either SoffCWkJrea or “0”. 
’ sulfonylurea Oral hypoglycemcc medlcaticos. These evcxrts fteque”tjY CCCorred c” fhe %st day 

of therapy and usually with+” 3 days followingthe lniaaticn of TEQUlN. HYPer!J)Yce?l’C ePaSodes. 
tn SOme CaSeS severe and assoaatect wrth hYpe?OSmOl~ “on-ketQtr6 hYPer~!Y?e?ccoma~ were 
repctied in d,&etic patients, mostfy between 4 and 10 days fo)fcwl”g the l”rtlatJ?n Of TmU’N 
therapy, Borne of the hype@ycemic and hypoglycemic events were We-threatenIn a”d many 
requtred hoq)i~l$~at~~, althcwgh these eve0ts were reversibk when apwprtatatr manaeed- 
Many of these patients had other underlying medical problems a”d were recsvng m”=omlta”t 
m~ica~cns that may have contributed to the glucose ab”crmalW. Epfiscdeso! hypa?ycem’a, 
inC(u,+J,ng hypmsmo$r non-ketotrc hypergJYOemlc coma, also acted I” pat’?“ts ?” 
Pre,,ious~Y d,ag”o& w,th diabetes meilitus. Elderly pahe”% who may have u”“+*“‘zed d!a- 

, betes ageyrelat& dsrease in renal function. underlying medIcal prcbleme. and/or are ta!c”g 
conc;mjtant me&&ions as0cca3d with hYpe@ycemja may be at part=olar “Sk for ser’cus 

’ hypergfycemla. 
The dose of TEQWN Should be adjusted based ~1 underlying fend fu”cW” (SW DOSAGE 

AND ADM#.#$T~@T~GN), wtie” TEQUIN IS used in diabebc patle”tS, blood gluccse should be 
closely mc”itcred. Signs and symptoms of hypoglycemca should be mc,“ltcWd. esPecla!Y 
during the first 3 days of therapy. and signs and symptoms of hyperg)ycem!a ShOuld be mc”~ 
tcred I” drab&& and patrents who may be at “Sk for hyperglyCemta, %PeClallY with CC”tl”Wd 
treatment with TEQUIN beyond 3 days. If signs and symptoms of either hyPc@YCem~a y hyPer- 
glycemia occur I” any patient being treated with TEQUIN, appropriate therapy must be rnltfated 
immediately and TEC)UlN shoutd be discontinued 

z?$W$ other members of the qumcione class. gatlflcxacl” has CaUeed arthropathy and/or 
chcndrcdyep~as~a t” immature dogs. The relevance of these frndl”gs tc the cl~cal use of 

’ gahfloxaci” is unknown (see ANIMAL PHARMACOLOGY).  
~c”vu~s~c”s increased intracranial pressure. and psychosis have bee” reported 1” Patients 

recelvmg qu~“&nes Qulncfones may also cause central nervous SYetem !CNB). stm&hc”* 
wbicb may lead to trem~s, reStleSS”eSS, lightheadedness. confuslo”, hall~C~“at~O”~, ParanoIaI 
depression nightmares, and i”scm”~a. These reaCtionS may cccw fcllcWt”g fhe flrSt dose. lf 
these rea&c”s occur in pabents receiving gatifloxacin. the drug sflccld be d~eccnbnced a”d 
appropriate measures iodtuted (see ADVERSE REACTIONS). 

~ with omer qulnclcnes TEQUIN should be used with caution I” Patients with know” or 
Suspected CNB d&Orders. &oh as severe cerebral atherosclerW% epilepsy. and other factcrs 
that predrspose to SeizUrSS 

serlcus and ~~asj~nall~ fatal hyperse”sWRy andlor anaphylactic reecW”s hav? bee” 
rep&ed i” pat@“% receW”g therapy wnh qu!“clc”eS. These reaCbc”S may OCo”r fc~~cw8”g.*e 
first dose Some reactIons have been accompamed by cardlcvasculer ccl)aPse* fJYPC@“slc”’ 
&&, sejzure, IOSS of conscicus”ess. tmgllng. a,“g!,ced,~aWl~m9 tongue. kWWe~. throat, L..___^_ rG.r.+nn‘.o dhm”lh *nr( 
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- .- . ..__. ._, 
GAT’Fio~~lN HAS THE PGTENTfAl TO PROLONG THE aTe INTERVAL oF THE ELEC 
TRoCA~‘OG~M IN SoME PATENTS. DUE TO THE LACK OF GL,,.,,Gj,L ,zXPERtENCE ,i 
PAT’eNTS W’fH KMO~‘P~KKGNGMON OF THE QTC fNTf$RvAl pArfmTS WtTN 
uNCoRRECTED w-U%% ANO PATtENTS RECEIVING CLASS (A, LEG GUlNfGfNe 
PRoCA’NAM’DE) OR CLASS ‘If @% AMIGGARONE, SOTALG~ AN~tAh~mf+Mfc 
AGENTB, GAmFLOXAClN ‘3fOULD BE AVOIDED IN THEBE pAfl~,.,~ popuLAT,oNs 

*he QTc lnteNa’ such as cts*P”d% .e~bVJmY~~“. antipsychoiics a”d &ycffc antidepressants 
pharmacok~*~f~~ T* pharmacodynamic studies betwean gatfffOm$i” and drugs that pk,ong 

have “‘* been Perfuse*. G**kewin should be US& W4th &tio,, *hen given concurren,~ 

s’g”tnc**t bWm@ia or aoUte myocardrat tschemia, 
w’th these dr”gs* *’ wer as ‘II p*@f% Wkh O*@Xng prowrhythmic cmd(tjons, SUCh as c,infca,,y 

fore* the recommen*ed dose *WA me recommended ~“tca~~os l”bsio” rats should ;lot be 
The “%“ltude Of QTc prolongation increases with ~“cw,,g conce”trabo”s of the drug, there- 

e!ceed* (seeDo~t3E ANo AWVMSTRATION fw dosi”g recom,“+“dat,o”s fMf,at,ents w~h or 

‘“clud’“g *o***** de W’“tes Dee CLINICAL P,+ARMACOLO,J~: ~~~~~~~~~~~ 
W’tho”t rena’ impam@@. QTc P”ofo”9at~” may lead to a” tmased “sk for vant”cotara,.,.hythm,as 

No card’ovascutar mobfdfh/ or mmafity attflbutable to QTc prOfongat,o” has occ.ned in ovBc 
44’ooo patients treated with ga*lfloXaCl” in clinical trials: these in&de * 18 patients concvrrentcv 
rece’v’“g drugs know” to Prolong *he OTC interval and t3g patjents known to have oncwrecte~ 
hypoka’emla (EG mOO’tori*g was not Performed). Doting postmarketing survaflfance, ra,e cases 
Of torsades.de i’O’“*e? h*w been reported in patients taking gabffoxacg”. thee Cases haVa 
Occ!rred pnman’Y I” elderly Pa*le”ts wjth underlying ma&cat problems for which *ay were 

ga*tf’oxaci” ‘o the da@opma”* of torsades de pointes I” *hesa patients fs unknow”, ’ 
rece’“‘“g concomirant ~i~*t~o*s known !O prolong the QTc interval; the contr,~ao,l ,f any, of 

Disturbances in Blood Glmse 
D’stUrba”ces Of blood 9fucosa. ~“clodI”g symptomatic hype+ a”d hypoglycemia have bee” 
repott*d *th “EQUW usu*lly I* dchtic patients. Therefore, caref”t monitoring of biood gluoose 
Is recommended wha” TEQUtN is admInistered to patiants with diabetes (see GUN*& 
PHARMACOLOGY PRECAUTWNS: l*fo~t+tion for Patients and omg ~tea,.tions, *,,d 
ANtMAL PHARMACOLOGy).  

S*“d’es co”d”cted i”‘“““-~“fsCted Patients with type 2 diabetes mefbtus co”&,,,& o” ora, ,,yp,+ 
g’ycemic agm* have **mns*mte* that TEQUJN (gatifioxacin) 1s assoclatti @th cljsturbaoces in 
giucTe hom*o+*is l*cludl*g an increase m serum iwiin and decrease in sem glucose usual,y 
foilom”g adm”&atton of rnitial doses (le. fint 2 days of traatms”t), and sOme*,mes associated 
W’th sYw*om~c Wwlycem~a. tnmases in fasting serum glucose were atSO obsa,,,ed usua,ly 
a*er !h* ~~~ **y of TFMN a~~mshatioo, continung thmugwt th+ d”ratff” of treatm&, and 
re*urM”g *o has”“* by 28 days *f%r the cessirllon of gattftoxacf” *red”,e”t t” mO* patients, 

homeostasrs m patients frea& with I%@#@ b” 
During the postmarketmg nod. th c en 

ypog ycemfc ep~s&s. m some cases severe. 7 oorts Of seri 8% d,~+llrhnnrslr ,lf #,l#$,.~..^ 

have been reported in patients with diabetes mellitus treated wrth either sulfonylurea or non- 
sulfonylurea oral hypogjycemrc medtcatlons, Thase events frequently occurred on the tirst day 
of therapy and usually wIthin 3 days follow!“g the tmtiation of TEQUIN. Hyf5erglycemtc episodes. 
I” some cases severe and assoaated with hyperosmolar non-ketotic hyperglycemic coma, were 

b, reported in dmbehc patients. mostly between 4 and IO days following the hitiabo” of TEQUIN 
therapy. Some of the hyperglycemic and hypoglycemic events.wera life-threatenmg and many 

1 required hospttalization. although these events were reversfble when appropriately managed. 
Many of these patients had other underlying medrcat problems and were receiving concomitant 
medlcabons that may have contributed to the glucose abnormality. Episodes of hyperglycemia. 

x. including hyperosmolar non-ketotuz hyperglycemic coma. also occurred m patients not 
previously diagnosed with diabetes mellltus. Elderly patients who may have unrecognized dia- 
betes, age-related decrease I” renal funcbon, underlymg medical problems, and/or are takmg 
concomrtant medications associated with hyperglycemia may be at particular risk for serious. 

’ hyperglycemm. 
The dose of TEQUIN should be adjusted based on underlymg renal function (see DOSAGE 

AND ADMINIBTFtATION). When TEQUIN is used tn diabetic patients, blood glucose should be 
closely monitored. Signs a?d symptoms of hypoglycemia should be monitored. especially 
during the first 3 days of therapy, and signs and symptoms of hyperglycemra should be mom- 

’ tored I” diabetics and patients who may be at ri& for hyperglycemca, esPectalfY with continued 
treatment with TEQUlN’beyond 3 days. If signs and symptoms of either hypoglycemta or hyper- 
glycemia occur I” any patient being treated with TEQUIN, appropriate therapy must be m@tated 
Immediately and TEQUIN should be discontinued. 

Other 
As with other members of the quinolone class, gabfloxacm has Caused arthropa*hY and/or 
chondrodysplasla in immature dogs, The relevance of these findings to the CllniCaf Usa Of 
gatifloxacm is unknown (see ANIMAL PHARMACOLOGY).  

~orwuls~ons, increased intracramat pressure, and psychosis have baa” repoflsd f” Pabents 
raceivmg qo~no~ones. ~u~no~onas may also cause central nervous system ICNS) s*tmotatlo”. 
which may lead to tremors. rsstlessness, lightheadedness, confusion. halluccnations. PaRI”ola, 
depresslo”, nghtmares. and insomnia. These reacbons may occur foftowi”g *he first dose. tf 
these reactions occur in patients receiving gatifkxacin, the drvg should bs dlscofitmued and 
appropriate measures lnsbtuted (see ADVERSE REACTIONS). 

As wnh o*her quindones, TEQUIN should be used with caution I” Patients with know” or 
suspect& CNS difordirs, such as severe cerebral atherosclerosis, ePilePsYI and other factors 
that predispose to seizures. 

Serious and occasib”al~~ fatal hyperse”smvtty and/or anaphylactic rear%o”s have be** 
reported ,” patle”ts recelvtng therapy with qumolones These reactions may occur fOlbwi”Q *he 
fast dose. Some reactions have bee” accompanmd by cardlovasoular ColtaP% hypo*e”sfo~ 
shock seizure, IOSS of consciousness, tmgiing, angioedema (inctudlg tongue. lan/“ged, throat, 
or facacist edama/swelliog), arrway obstruction (mcluding bro”ohosPaS”% shortness of breath. and 
acute resplrato~ distress), dyspnea, urticaria, itching. and other serious ski” reacttons. 

TEQU~N should be disconbnued at the first appearance Of a ski” rash or a”Y Other sis” Of 
hyperse”s~,v,ty Serious acute hypersansittiity reactions may require *matme?* with ePl”ephd”a 
and other resosc,tatlvs‘ measures, including oxygen, mtravenous fluids; a”tlh&ammas, GO&O- 
sterot&, pressor am~nes, and airway management. as O~lniCat~Y indicated (soa PREGAUTtGNS!.  

serious and som**imes fatal eve”ts. some doe to hypersensitivity a”d some due to u”ca*af” 
et,o,ogy ,,a”* bee” reported in patrents receiving antlbacteri?~ th*‘aPy T?a?;e e”e”ta may bG 
seVere ;“d ge”eratty Oecur fotlow$“9 the admmistrattan Of “?~itlde doses. Cll”lcaf manlf*t’o?s 
may ,nclude one 0, mare of the following: fever, rash or severe der’“a*o’Og’C ?acc’Ons (!g. *oX’c 
epdermal nemolysle, Stevens-Johnson SyndrOms); VaSCUf%S. arthratgta, mYa’9’a, seNm srck”ess; 
allergic p”eumoni*ls, ,“terstlt,a~ “ephdbs; acute renal insufficienCY Or failure: hepatitis. laundice. 
acute hepa*#c “e~~Os,s or falture; anemia. uncluding hemOI@c and aPfasbO. ~ro”‘bocYtO~“!a, 
,“clud,ng *hrombotic thrOmbocytopenlc purpura; leukopenia: agranufocytosis: pa”cytope”la; 
and/or other hematolcgic abnorm@it=. 

pseudomembanous coljes has been reported with “aartY att a”~~~adaf agents% 
induding ,.$=G”tN &d may range in severity from mild to life-threa~enkw. It 4s h-w-t& 
therefore to con&e~ *is diagnosis in @tents Who Present With dewrhea *ubseq*“t to 
the a&m&ration of any antibacterbtt agent. 

Treatment with ant,bacterlat agents alters the flora of the colon a”d “Jay permit overgrowth Of 
c,ostnd,a. Studies #“dgcate that a *ox,” produced by Clos*rid,um drfficiie ‘s the PnmarY cauSe *f 
“anttb~ot~c-assoclated~COtl*ls,” 

After the d,ag”os,s of pss~domembranous colitis has bee” established. -Peobc measureS 
should be i”l*la*ed M,ld casesof pseudomembranous cOli*lS Usually mpO”d to drug d’sco”‘moa’o” 
alone. I” moderate to severe cases, consideratmn should be given to m?nwement *lth fuds a”d 
electro,ytes pmte,n supplemdation, ti treatment with a” a”t&acte”al drug ciinical’y effecbve 
against C. d07ic& colitis. 

Ruptures of the shoulder, band. and Achilles tendons *hat raqutred surg’Oat repair Or ‘esu’ted 
,” prolo”ged &&lity have bee” reported in patients reGoivl”g quino’ones. TEQU’N she”‘d be 
d,sco”t,nued ,f the pa*le”* expsrtences pam, mflammatio”. or r!JP*ura of a *endO”. Patien*s 
should reSt and refra,“from exarcise until the diagnosis of *e”do&,s or te”d0” rupture has been 
confidant,y axc,“de& Tendon rupture can Occur du”“g or after therapy with ‘?!‘“oio”es. 

Gatif,oxacin has not bee” show” to be effecttve in the trf@ne”t of syphl’ls. A”timlcrobtai 
agents used in high doses for short periods of t&me to treat gonorrhea may mask Or delay *he 
symptoms of incubating syphllls. All pabents with gonorrhea should have a sero’ogic test for 
syphtks at the time of dlag”osls. 

r ‘ . ..e_. ,: ---,-c-:.-. 
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PRECAUTIONS 
Gi?llSd 
Qu~nolones may cause central nervous system (CNS) events including nervousness. agitabon. 
msomma. anxtetv, niqhtmares, cr paranoia (see WARNINGS and PRECAUTION& Information 
for Patients). - 

Administer gattfloxacln with cauhcn in the presence of renal Insufficiency. Careful climcal 
observation and appropriate laboratory studies should be performed prior to arKi during therapy 
smce ekmmatlon of gahfloxacin may be reduced. In patients with impaired renal function 
(creabnine clearance ~40 mUmin). adlustment of the dosage regtmen i$ necessary to avoid the 
accumulation of gat!floxacon due to decreased clearance (see CLINICAL PHARMACOLOGY 
and OOSAGE AND AOMtNISTRATION). 

Because a hypotcmc soltiicn results, Water for Injection should not be used as a diluent 
when preparfng a 2 mg/mL solution from the concentrated solution of gatlfloxacin (IO mg/mL) 
(see DOSAGE AND ADMINISTRATION). 

Disturbances of blood glucose homeostasis have been reported dunog the postmarketing 
period (see CLINICAL PHARMACOLOGY, WARNINGS, and ANIMAL PHARMACOLOGY).  
lnfornwtion for Patients (See Patient lnformatmn section.) 
To assure safe and effective use of TEQUIN. the fcllowmg informatmn and rnstructlons should 
be communicated to the patient when appropriate 

Patients should be advised: 
l that TEQUIN may produce changes tn the electrccard~ogram (QTc Interval prolcngation~; 
* that TEQUIN should be avoided m patients receiwng Cl+ IA (eg, qumidme, procainamlde) 

or Class Ill (eg, amlodarcne. sotalol) antiarrhythmic agents; 
* that TEQUIN should be used with caution m patients reoewn 

mterval such as clsapode. erythromycin. anbpsychottcs. an 8, 
drugs that may effect the QTc 
tncyekc antIdepressants: 

. to inform thev physicfan of any personal or famtly history of QTc prolongation or proarrhythmic 
ccnd~tions such as recent hypokalemla. szgnificant bradycardia. M recent mycoard~al lschemia. 

. that disturbances of blood glucose, mcludmg symptomatic hyper- and hypcglycemla, have 
been reported with TEQUIN. usually m diabehc patients or m patients at risk for hyper- 
glycemia. If a hypoglycemtc reaction or symptoms of h 
inttiate apprcpnate therapy Immediately, discontinue T L 9 

per lycemla occur, patients should 
QU N, 

(see CLINICAL PHARMACOLOGY and WARNINGS): 
and contact thw physIcIan 

0 to tnform their physician of any other medicabons when taken concurrently with TEQUIN, 
mcluding over-the-coi@er medications; 

0 t$~p,~i~ot their physIctan if they experience palpitations or fainting spells while taking 

0 that TEQUIN Tablets may be taken wth or without meals: 
* that TEQUIN Tablets should be taken 4 hours before any aluminum- or magnesium-based 

antaclds (see PRECAUTIONS: Orug Interactions); 
* that TEQUIN Tablets should be taken at least 4 hours tiefore the administration of ferrous 

SUlfate or dietaN SuDDlwentS COntalning zmc, maqneswn, or lrcn (such as multiVItaminS) 
(see PRECAlJTiQNS: Drug Interaction+ 

0 that TEQUIN should be taken 4 hours before VIDEX@ (dldanosine) buffered tablets, buffered 
solubon. or buffered powder for oral suspenston; 

l that TEQUIN may be assoctated with h 
x 

persensttivity reactions. even following the first 
dose, and to discontmue the drug at t 8 first sign of a skin rash, hives or other skm 
reactions, difficulty m swallowing or breathing, any swelling suggesting angioedema (eg. 
swetling of the MIS, tongue, face, ti 

I? 
htness of the throat, hoarseness). or other symptoms 

of an allergic reacbcn (see WARNI GS and ADVERSE REACTIONS); 
l to d!scontmue treatment: rest and refram from exercise; and mform thew physacan if they 

expenenoe pain, mflammation, or rupture of a tendon; 
l that TEQUIN may cause diumess and lightheadedness; therefore, pabents should know 

how they react to this drug before they operate an automobile or machwry or engage in 
actwties requiring mental alertness or cocrdmation; 

0 that phototoxicity has been reported in patients receiving certacn qumolones. There was no 
phctctoxtoity seen with TEQUIN at the recommended dose. In keepcqg wth good medlcal 
practice, avotd excesswe sunkght or attlficlal ultraviolet light (eg, tanmng beds). If $unburn- 
llke reaotion or skin erupttons oocur, contact their physician (see CLINICAL PHAflMA- 
COLQGY: Photosensitivity Potential): 

9 that ccnvul~ion~ have been reported in patients reoewng quinoldnes. and they should 
notify their physician before taktng this drug if there is a~histoly of this condttlon. 

Drug l”teractio”s 
TEQUIN (aatifloxacin) can be taken 4 hours before ferrous sulfate, dietaN supplements ccntain- 
Ing zinc. r?iagneswm.‘or iron (such as multwitamins). or aluminum/ma 
wrthout any wgmficant pharmacokinetic interactions (see CLINICAL $ 

e&m-contaming antacids 
HARMACOLQGY).  

Milk, calcium carbonate, cimetidine, theophylline, warfari”, or midarolam: No significant 
Interactions have been observed when admimstered concdm!tantly with SEQUIN. No dosage 
adjustments are necessary when these drugs are admmistered ooncomitantiy wrth TEQUIN (see 
CLINICAL PHARMACOLOGY).  
Antidiabetic Agents: Pharmacodynamic changes !n glucose homecstasls have been seen wth 
concomitant glyburide use. However. no sigmficant pharmacohnetc interactions have been 
observed when glybunde was admlnistered concomitantly with TEQUIN (see CLtNlCAL PHAR- 
MACOLOGY: Wucose Homeostasis and.WARNINGS). 
Digoxin: Concomitant adm~mstraticn of TEQUIN and digoxin did not produce significant aIteratiOn 
of the pharmaooklnettcs of gat~floxacm; however, an increase m dlgoxin oonoentrations was 
observed for 3 of 11 subjects. Patients taking dtgoxin should therefore be monitored for signs andfor- 
symptoms of towity. In pabents who display signs and/or symptoms of digoxin Intox!cation. serum 
digoxin ocncentratlons should be determined, and digoxin dosage should be adjusted as apprcpnate (*“- Oh.,,4ION c, ,.-ulm~ooLocrr). 
Pmbenecid: The systemic exposure of TEQUIN is significantly increased following the 
concomitant administration of TEQUIN and probenecid (see CLINICAL PHARMACOLOGY) 
Warfarln: In subjects receiving warfaon, no significant change in clctbng time was observed when 
gatiflcxan’n was ooadm&.tered. However, because some quinolones have been reported to enhance 
the effects of warfarin or tts derivatives. prcthmmbin time or other suitable antiocagulaticn test should 
be momtored closely rf a quinolone antlmorcbtal IS admimstered with wwfann or rts denvatwes. 
Nonstemklal anti-inflamrmtcty drugs (NSAlDS):Althougf? not observed with gatiflcxacln in 
preolinical and cllnlcal trials. the concomitant administration of nonsteroidal anti-mnflammatory drugs 
with a quinclone may mcrease the risks of CNS stimulation and ~~nvuls~cns (see WARNINGS). 
Laboratory Test Interactions 
There are no reported laboratory test mteractions. 

Carcinogenesis, Mutagenesis, Impairment of Fertility 
B8C3Fl mace given gatifioxacin in the diet for 18 months at doses wth an average Intake of up 
to 81 mg/kg/day in males and 90 mglkg/day m females showed no mcreases in neoplasms. 
These doses are approximately 0 13 and O.iB times the maxcmum recommended human dose 
based upon dally systemic exposure (AUC). 

In a a-year dietary carcinogemcrty study in Fischer 344 rats, no increases III neoplasms were 
seen m males given doses up to 47 “g/kg/day and females given up to 139 mg/kg/day. These 
doses are apprcxcmately 0 36 (males) and 0 81 (females) times the maximum recommended 
human dose based upon dally systemic exposure. A stabstically significant wwease in the 
inadence of large granular lymphocyte (LGL) ieukemla was seen in males treated with a high 
dose of 100 “g/kg/day (approximately 0.74 tames the ma&imum recommended human dose 
based upon dally systemic exposure) versus controls. Althouoh Fischer 344 rats have a hiqh 
spontaneous back@cund rat6 of L6L leukemia. the irwde&e in htgh-dose males slightly 
exceeded the historical control ranae established for thrs strain. The hndrnas m Mah-dose males 
are not considered a ccncern with-regard to the safe use ofgatlflcxacm 16 hum& 

In genetic toxicity tests, gatlfloxacin was not mutagenic in several stralns of bacteria used in 
the Ames test; however, it was mutagenic to Salmonella strain TAIOZ. Gatifkxaon was negabve 
in four in viva assays that included oral and intravenous mlcrcnucleus tests in mice, an crai 
cytogenatics test in rats, and an oral DNA repatr test in rats. Gabfloxactn was poative II) in vitro 
gene-mutation assays in Chmese hamster V-79 cells and ,n wtro cytogenetlcs assays in Chinese 
hamster CHUIU cells. These findings were not unexpected; similar findings have been seen with 
other qumclones and may be due to the mhlbitoiy effects of high concentratfons on eutwycte 
type II DNA topoisomerase. 

There were no adverse effects on fertlkty or reproduction In rats Qwen gatiflcxacin orally at 
doses up to 200 “g/kg/day (apprcxlmately equwalent to the maximum human dose based on 
systemtc exposure [AUC]). 
Pregnancy: category c 
There were no teratcgemc effects observed m rats or rabbits at oral gatifloxacm doses up to 
150 or 50 mglkg. respectwely (apprcxtmately 0.7 and 1.9 times the maximum human dose 
based on systemic exposure). However, skeletal malfcrmat~cns were observed in fetuses from 
rats gwen 200 mg/kg/day orally or 60 “g/kg/day intravenously during organcgenesis. 
Pevelopmental delays%m sk@J$al ~~scflcetwx. lncludmg wavy ribs. were cbseOived, 8~ fetuses __ 

AOVERSE REACTIONS A,,“ERS‘Z DEdCT,fiUf 

Over SOC Over 5000 pabents have been treated wtth gatlfioxaoin in smgle- and multIpIe-dose cllnical 
effmcy trials worldwrde. effmcy trials worldwrde. 

In gatiflcxacin studtes. the majority of adverse reactlcns were described as rnltd m nature In gatiflcxacin studtes. the majority of adverse reactlcns were descnbec 
Gabflcxaoin was dwcntinued for adverse events thought related to drug cn 2.7% of patients. Gabflcxaoin was dwcntinued for adverse events thought related to drug cn 

Drug-related adverse events classlfsd as possibly, probably, or defini , Drug-related adverse events classlfsd as possibly, probably, or definitely related with a 
frequency of 23% in patwts reGeivmg gattfloxacm m smgle- and multiple-dose clinical trials are frequency of 23% in patwts reGeivmg gattfloxacm m smgle- and multiple-dose clinical trials are 
as fcllaws nausea 8%, vagmditP61. diarrhea 4%. headache 3%, dizziness 3%. as fcllaws nausea 8%, vagmditP61. diarrhea 4%. headache 3%, dizziness 3%. 

In patients who were treated with elther intravenous gahftoxactn or with intravenous followed In patients who were treated with elther intravenous gahftoxactn or with intravenous followed 
by oral therapy, the incidence of adverse events was sim& to those who received oral therapy by oral therapy, the incidence of adverse events was sim& to those who received oral therapy 
alone. Local mlection site reactihns (redness at ~niection site) were noted !n 5% of pattents. alone. Local mlection site reactihns (redness at ~niection site) were noted !n 5% of pattents. 

Addw?Ml drug-related adverse events (posably. probably, or defimtely related) consIdered Addw?Ml drug-related adverse events (posably. probably, or defimtely related) consIdered 
clznwally relevant that occurred m SO.156 to ~3% of patients reoewng gattfloxacln m stngle- and cknwally relevant that occurred m SO.156 to ~3% of patients reoewng gattfloxacln m stngle- and 
muitrple-dose clfmcal trials are as follows: muitrple-dose clfmcal tri+ 1~0 fi* ffiw~~~r. 

Rcdy as a Whole: allw Rcdy as a Whole: allergic reaction. asthema, back par”, chest pain, ch$IIs, face edema, fever 
Car&vascular SysfemZ hypertension. palpitation - 
Digestwe System: abdonxnal pain. anorexia! ccnstipabon, dyspepsia, fIatulenCe. gastritis. 
glossitis, mouth ulcer, oral moniliasis, stomatms, vomiting 
Mefabok/Nufnficnal .%&em: hvDerqlvcemm, penpheral edema, thirst 
MosculosfreMal Systeerh arthraicjia, ie$ cramp’ 
Nervous System, abnormal dream. agitation. anxiety, confusKm. insomma. nervousness, 
paresthesia, somnolence. tremor, vasodilatatlon, vertigo 
Respiratory System: dyspnea; pharyngibs 
SkinMppeffdages: dry skin, pruritw rash, sweating 
Spew/ Senses: abnormal vision. taste perversion, tmnitus 
Urcgemta/ System: d 

d 
suria 

Addiiional drug-relat adverse events consldemd clinically relevant that occurred in &I% (rare 
adverse events) cf patients raoeiwrng gatiflcxacin in single- and multiple-dose clinical trials are as 
follows: abnomwl thhmlang, alcohgl intclafance, arthnt~s, asthma (brcnchospasm), atama bone pain, 
bradycardia. breast pan, cheills. dolit& ocnvulsion. cyanosis, dapwscnalization. depression. diabetes 
meliitus, dysphagia, ear pawn, eochymosis, edema, epistax~s, euphoria, eye pat”. eye phdosansitiv@y. 
gastmintestrnal hemcnhage, genera&& edema. gingivits. halltoss, hallucmaticn. hematemesis, 
hematuna. hostMy, hyperesth&a. hypwtcnia. hypetventilatlon. hypoglycema~ lymphadencpathy, 
maculopapular rash, metwrhagt$, mtgraine. mcuth edema. myalgia, my&hew neck pam, panic 
attack, paranoia. pamsmia. photophobia. pseudcmembmncus colitis, psyoflcsls. ptosls. rectai 
hemorrhage, stress, substamaMest pat”, tachywdia. taste loss, tongue edema. vesiculcbullws rash. 
Laboratoty Changes 
Cl~oioally relevant changes in laboratory parameter& without regard to dru relaticnshtp, occurred 
m fewer than 1% of TEQUtM-treated patients. These included the ollcwtng: neutrcpenla. 9,. 
mcreased ALT or AST levels, alkaline phosphatase, talwbtn, serum amylase. and electrolytes 
abnormalities. It is not known whether these abnormalities were caused by the drug or the under- 
lying ccndiiion being treated. 
Poetmarketing Adverse Event Reports 
The following events have been reported during postapproval use of TEQUIN. Because these 
events are reported voluntarily from a population of uncertain size, it is not always pcss~ble to 
r&ably esttmate their?requency or establish h causal relationship to drug exposure. 

Acute alle ic reaction including anaphy!actic reaction and angloneurotic edema, hepatitis, 
increased ?. nternational Normakzed Ratio (INR)lprcthrcmbin ttme, severe hyperglycemia 
(including hypercsmolar nonketatic hyperglycemia). severe hypoglycemia, tendon rupture. 
thrcmbocytcpenta. and torsades de pointes. 

QVEROQSAGE 
Gatiflcxacln exhibits a low potential for aoute toxicity m animal studies. The mimmum lethal oral 
doses in rats and dogs were gre+ter than 2000 “g/kg and 1000 ms/kg, respectively. The mm&mum 
lethal Mmvenousdcse was 144 m&g I” rats and greater than 45 “g/kg in dogs Cl~nioal signs 
observed included decreased actwiry and respfratofy rate, vcmibng, tremors. and convulsions. 

In the event of acute oral overdose. the stomach should be empbed by indurxng vomiting or 
by gastric lavage. The patient should be carefully observed (inciudmg ECG monitoring) and 
gwen symptomatic and supportive treatment. Adequate hydration should be mamtained. 
Gabfloxacln is not efficiently moved from the body by hemodialyas (apprwomately 14% 
recovered over 4 hours) or bv chronic ambulatow peritoneal dialysis (CAPD) (approximately 
11% recovered over 8 days) 

DOSAGE AND ADMINISTRATION 
The recommended dosage for TEQUIN Tablets or TEQUIN lnlecttcn is described m Table 4. Doses 
of TEQUIN are admmistered once every 24 hours. These recommendations apply to all p&ents 
with a creatmine olt?&?nce 240 mUmin. for pabents with a oreatmme clearance <40 mUmin, see 
the impaired Renal Funotton subseohcn. 

TEQUIN can be administered without regard to food, including milk and dietary supplements ’ 
contaifiing calcium. 

Oral doses of TEQUIN shoukl be administered at least 4 hours before the admintstraticn of 
ferrous sulfate. dietary suppiements+ontaining zmc, magnesium, or tron (such as multivrtamins), 
aluminum/magnesium-cntacnrrtg antacids, or VIDEXa (didanosine) buffered tablets. buffered 
solution. or buffered powder fm, oral suspenacn. 

TEQUIN can be admimstered withcut regard to gender or age (218 years). Ccns~k?rat~on should 
be qwen to the possibility that the eldedy may have Impaired renal function (sse PRECAUTIONS: 
Get%ric Use). 

When owtohmg fram I”tl~vl)rlo”s to o,d &cage admindratto”. no dosage *d,“Stment IS 
necessary. Patients whose ther@py is started with TEQUIN lnieotion may be switched to TEQUIN 
Tablets when clmioally mdlcated at the drscretion of the physician. 

TEQUlN In(ecticn should be admimst,ered by lNTF?AVENQUS infuslon only. It is not intended 
for Intramuscular, mtratheoal. mtraperitcneal. cr subcutaneous administration. 

Single-use wals require dilution prior to administration (see Preparetron of Gabfbxacin for 
intravenous .4Uministretion). 

TEQUIN Injection should be administered by intravenous infuslon over a period of 60 mmutes. 
CAUTION: RAPID OR BOLUS lNTRAVENOUS tNFUSlON SHOULD BE AVOIDED. 

-I 

I i 
impaired Renal Function 
Since gatrfloxacin IS eliminated primarily by renal excrebcn, a dosage modlhcattcn of TEQUIN is 
reoommended for patients with ,preatlnlne clearance ~40 mUmin. includmg pahents on 
hemcdialvsis and on CAPD. The recommended dosaae of TEQUIN (aatifloxacin\ is. 

Admrmster TEQUIN ( 
9: 

atlflcxacin) after a dialysis sessmn for patieJItS on hemodialysls 
Smgfe 400-mg dose MUM regwnen (for the treatment of uncomplrcated urinary tract mfec- 

ticns and goncrrtxea) and 200 mg once daily for 3 days TEOUIN regimen (for the treatment of 
unccmpiicated urinary tract infeot+ons) require no dosage adjustment in pattents wth impaired 
renal function. 



- erdr I cuuev raorets should be take” 4 hours before anv aiomnum- or magnesum-based 
antactds (see PRECAUTIONS: Drug Intet%tiOns): 

l that TEQUlN Tablets should be taken at least 4 hours before the admincstratlo” of ferrous 
sulfate or dieta piements oO”tal”r” uric. magnesium, or rron (such as muitlVrtami”s) 

VIDEXe (didanosrne) buffered tablets. buffered 
solution, or buffered powder for oral suspension; 

. that TEQUIN may be associated wrth h 
f: 

persensitivrty 
dose. and to discontinue the drug at t 

reactroos, even following the first 
e first srg” of a ski” rash, haves or other skin 

reactrons. difficulty in swallowrng or breathmg, any swelling suggesting an 
swelling of the Bps, tongue, face, tightness of the throat, hoarseness). or o R  

ioedema (eg. 

of an allergrc reaction (sea WARNINGS and ADVERSE REACTIONS):  
er symptoms 

l to discontinue treatment; rest and refrain from exercise: and inform their physicran if they 
experience pain, inflammation, or rupture of a tendon: 

* that TEOUIN may cause ckzzmess and kghtheadedness: therefore. pabents should know 
how they react to this drug before they operate an automobtje or machinery or engage in 
actrvrtres requiring mental alertness or coordi”atmn: 

l that phototoxrcrty has been reported rn patrents recerving certacn qomolones. There was no 
phototoxIcIty see” wtth TEQUIN at the recommended dose in keapmg wrth good medicaf 
practae. avord excessive sunlight or artrfrclal ultraviolet light (eg. tanning beds). If sunburn- 
like reaction or skm eruptions occur, contact their physrcian (see CLINICAL PHARMA- 
COLOGY: Photosensitivity Potential); 

l that convul~ons have been reportsd I” patients recewmg qumolones. and they should 
nobfy thee physrcran before takmg this drug if there IS a history of this condition 

otug Interactions 
TEQUtN (gabffoxacm) can be taken 4 hours before ferrous sulfate, dietary supplements contain- 
ing zmo. magnesium. or rro” (such asmulhvttamins). or alummum/magnesium~nta~“i~ antacids 
without any signrficant pharmacokinetlc interaobons (see CUNlCAL PHARMACDLDGYJ.  
Milk, oat&m carbonate, cimetidina, tbeophyltiie, warfario, or midazoiam: No significant 
interactions have been observed when administered concomitantly wtth TEQULN. No dosage 
adjustments are necessary when these drugs are administered concomitantly with TEQUIN (see 
CLINICAL PHARMACOLOGYI.  
Antidiabetic Agents: Pharmacodynamic changes rn glucose homeostasis have’oeen Sean with 
concomitant glyburide use. However. no significant pharmacokineta rntaracbons have been 
observed when glybunde was admmtstered concomitantly wrth TEOUIN (seeCLINICAl PHAR- 
MACOLOGY:  Glucose Homeostasis and WARNINGS).  
Oigoxin: Concomitant admfnrstratron of TEQUIN and digoxin drd not produce sgmhant altsration 
of the phannacokir&cs of gatifloxacm; however, a” increase in digoxin concentrations was 
observed for 3 of 11 sublects. P&ants takmng digoxin should therefore be monitored for srgns and/or 
symptoms of toxicity. In patrents who drsplay signs and/or symptoffls Of digoxin lntOxioatiOn, serum 
d!goxm conoentratkms should be detennrned, and digoxrn dosage should be adjusted as appropriate 
(ZwU OwwlOhL nrmmnoocoau). 
Probenecid: The systemfc exposure of TEOUIN is srgniftcantly (“creased following the 
concomitant administration of TEQUIN and probenecid (see CLINICAL PHARMACOLDGY).  
Warfadm In subjects receiving wadann. no signifkant change rn clotting trme was observed when 
gattfloxacr” was coadministered. However, because some qurnolones have bee” reported to enhance 
the effects of warfarin or its denvabves, prothrombr” time or othwsuitsbie anttcoagukttion test shwld 
be monitored closely if a qunolcne antmicrobial is administered with warfarin or its derivatrves. 
Nonstemidal anti-infiammatofy drugs (NSAlOSk Although not observed with gatiffoxactn in 
preolinical and clmtcal trials, the concomitant administration of nonstemidal anti-rntlammato 
with a qulnolone may increase the risks of CNS shmulation and convulsiOns (see WARNIN & 

drugs 
). 

Laboratory Test Interactions 
There are “a reported laboratory test interacbons. 
Carcinogonesis, t&tagenesis, Impairment of Fertility 
66C3Fl mice given gatrfloxacin in the diet for 18 months at doses with an average mtake of up 
to 61 mg/kg/day I” males and 90 mg/kg/day m  females showed no tnoreases in neopiasms 
These doses are approximately 0.13 and 0.18 times the maximum recommended human dose 
based upon daily systemic exposure (AUC). 

In a a-year dietary carcinogenic&y study m  Fischer 344 rats, no rnoreasas in neoplasms were 
seen in males give” doses up to 47 mglkgfday and females given up to 139 mg/kg/day. These 
doses are approximately 0.36 (males) and 0.61 (females) bmea the maximum recommended 
human dose based upon daily systsrnn exposure. A  stabatically srgnificant mcrease in the 
incidence of large granular lymphocyte (LGL) leukemia was see” m  males treated v&h a hrgh 
dose of 1OO mg/kgiday (approxrmately 0.74 times the maximum recommended human dose 
based upon d&y systemic exposure) versus controls. Although Fischer 344 rats have a high 
spontaneous background rate of LGL leukemm. the inctdence in hrgh-dose males siighfly 
exceeded the historical control range established for fhrs strain. The findings in high-dose males 
are not considered a concern with regard to the safe use of gatffloxacin r” humans. 

In genetic toxicrty tests, gabfloxaoin was not mutagenic in several strams of badena used in 
the Ames test; however, ft was mutagenic to Safmo”r?& strain TA102. Gatiftoxadn was negative 
m  four in viva assays that incbded oral and intravenous micronucleus tests in mice, an oral 
cytogenetics test in rats. and an oral DNA repair test in rats. Gatifioxacin was posttrve tn in v&o 
gene-mutation assays 1” Chinese hamster V-79 cells and in vrtro cytagenetics assays in Chinese 
hamster CHUIU cells. These frndings were not unexpected; simtlar findings have bean seen with 
other qumolones and may be due to the inhibitory affects of hrgh concentrations on eukeryotic 
type II DNA topoisomerase. 

There were no adverse effects on ferfritty or reproduction in rats .grven gatifloxacin orally at 
doses up to 200 mg/kg/day (approximately equivalent to the maxmum human dose based on 
systemic exposure [AUC)). 
Pregnaffiyz categoty c 
There were no teratcgenic effects observed rn rats or rabbrts at oral gatifloxacin doses up to 
150 or 50 mg/kg, respectwely (approximately 0.7 and 1.9 times the maximum human dose 
based on SyStemtc exposure). However, skeletal malformations were observed rn fetuses from 
rats given 2OO mg/kg/day orally or 60 mg/kg/day intravenously during organogenesis. 
Deveiopmentai delays 1” skeletal ossification, including wavy ribs, wera observed I” fetuses 
from rats given oral doses of 2150 mgIkg or rntravenous doses of 830 mg/kg dally during 
organogenesis. suggesting that gatifloxacin is skghtly fetotoxic at these doses. Similar findings 
have bee” seen with other quinolonas. These changes were not seen in rats or rabbits given oral 
doses of gatlfloxacln up to 50 mg/kg (approximately 0 2 and 1,9 times the maxrmum human 
dose, respectively, based on systemic exposure). 

When fats were gave” oral doses of 200 n-g/kg of gatif ioxacm beginning in late pregnancy and 
continuing throughout lactatron, late posttmplantation loss rncreased. as did neonatal and 
padnatal mortalibes. These observations also suggest fetotoxiccty. Simtlar findrngs have been 
seen with other ouinolones. 

Because there are no adequate and well-controlled studres I” pregnant women. TEQUIN should 
be used during pregnancy only d the potential benefit oUtweighs the potential risk to the fetus. 
Nursing Mothers 
Gatifioxacin is excreted in the breast mrik of rats. it IS not know” whether this drug IS excreted 
in human m!lk. Because many drugs are excreted rn human milk. caution should be exercised 
when gabfloxacin is admimstered to a nursing woman. 

Pediatric Use 
The safety and effeckveness of gatrfloxaci” KI pediatric populations (~18 years of age) have not 
been astablrshed. Qumolones. including gattfloxacs?. cause arthropathy and osteochondrotoxicity 
in juvenile animals (rats and dogs). 
Geriatric Use 
During the postmarketing period, serious drsturbances of glucose homeostasts have been 
reported in elderly pabents being treated wrth TEQUIN (see WARNINGS, PRECAUTIONS: Urug 
Interactions. and ANIMAL PHARMACOLOGY).  

In mulbple-dose clmical tnais of gatifloxactn (n=2891]. 22% of pabents were 265 yearsof age 
and 10% were 275 years of age. No overall differences tn safety or efficacy were observed 8” 
ciimcal trtals between these subjects and younger subteots, and other reported ohmcal expen- 
ence has not tdentihed differences in responses between the elderly and younger patients. but 
greater senslbvity of some older indrviduais cannot be ruled out. 

This drug is known to be substanhally excreted by the kidney, and the risk of toxfc reactrona 
to thus drug may be greater !n patients with impatred renal funcbo”. Because elderly pabents are 

re kkeiy to have decreased renai funcbon, oar8 should be taken rn dose selection, and rt may 
useful to monitor renal fun&on (sea DOSAGE AN0 AOMlNISTRA?TON).  

Laboratory changes 
Clinically reievant changes n laboratory ‘parameters, without regard to drug relationshrp. occurred 
m  fewer than 1% of TEQUIN-treated patrents. These included the following: neutropenm, 
increased ALT or AST levels, alkaiine phosphatase. brlirubin, serum amylase, and electroiytes 
abnormaiibes. it rs not known whether these abnonnaltties were caused by the drug or the under- 
lying condjtion being treated. 

Postmarketing Adverse Event Reports 
The following avents have bean WOrtsd durmg postapproval use of TEQUIN. Because these 
events are reported voluntarily from a popuiattos of uncertacn sire, it is not always possible to 
reliably estimate their frequency or establrsh a causal relabonship to drug exposure. 

Acute allergic reacban including aoaphyfactic reaction and angroneurotic edema, hepabbs, 
Increased lntematiorlal Normalized Ratio ( iNR)/prothrombm time. severe hyperglycemia 
(mncludmg hyperosmoiar nonketotrc hyperglycemra), severe hypoglycemra, tendon rupture, 
thrombocytopema, and tars&as de pointes. 

IERDOSAGE g ttiffoxacin exhrbrts a low potential for acute toxlnty I” anrmal studies. The minmum lethal oral 
doses in rats and dogs were greater than 2000 mg/kg and 1000 mgrkg, respsctivety. The minimum 
lethal intravenous doss was 744 mglkg in rats and grsater than 45 mg/kg r” dogs. Ciinrcal Srgns 
observed tncluded dsorsased activa@“d msptratory rate, vomiting, trenfors. and convufstons. 

in the event of acute oral overdo&e, the stomach should be empbed by induong vomiting or 
by gastric lavage. The pabent shotild be camfully observed (including ECG monitoring) and 

8 
iven symptomatrc and supportive treatment. Adequate hydfabon should be maintamed 
atlf lOxaOin is not effiCientIy removed from the body by hemodialysis (approximately 14% 

recovered over 4 hours) or by chronic ambulatory pantoneal dlalyys (CAPD) (approximately 
11% reoovered over 8 days). 

DDSAGE AND AtJlWINISTRAl’lON 
The recommended dosage for TEC!tJW Tablets or TEQUIN intechon IS described inTable 4 Doses 
of TEQUIN are administered once every P4 hours. These recommendations apply to all patrents 
wrtha creatinine olearanoe >-4o mL/mln. For patients wrth a creabnine clearance ~40 mL/mr”. see 
the Impaired Renal Function subssotro” 

TEOUIN can beadministered without regard to food, rnciudrng milk and dretary supplements 
contwcng caicum. 

Oral doses of TEQUIN should be admm!stsred at least 4 hours before the admrmstrabon of 
ferrous sulfate, dietary supplements containing .zc”q, magoesmm. or iron (such as multivitamms). 
atummum/magnesium-containing antacids, or V iOEX@ (drdanosine) buffered tablets. buffered 
solution. or buffered powder for orai suspension. 

TEQUIN can be administered wrthout regard to gender or age (>_I8 years). Considerabon should 
be give” to the possibrlii that the elderly may have rmpased renal funcbon (see PRECAUVONS:  
G&i?triG Use). 

who” ~rr*ohine rrsm ~ntrauonaus to oral dose. e adm~nretratron. no dosage adjustment is 
necessary. Patients whose therapy IS started wrth A QUIN Infection may be switched to TEQUIM 
Tablets when cknically indicated at the diacrabon of the physfcran. 

TEQUIN lnrection should be administerad bv INTRAVEMOUS infusron oniv. It 1s not intended 
for mtramusdular, intrathecal. rntraperitoneal. or subcutaneous admin&rabo”. 

Single-use vials require dtlution prior to admrnistration (see Preparation of Gat~ffoXac~rr for 
Intravenous Admrnistration). 

TEQUIN lnjeotion should be admmrstersd by tntraveoous mfuston over a perrod of 60 nrnutes. 
CAUTION: RAPIO OR t3o~u.9 INTPAVEN~US INFUSION SHOULD BE AVOIDED. 

Impaired Renal Function 
Srnce gatifioxacrn is etiminated primarily by renal excretion, a doss e modrficatton of TEQUIN IS 
recommended for patients with creatinine clearance <40 m  3. mm. including patients on 
hemodialysis and on CAPD. The recommended dosage of TEQUIN (gatrfioxacin) IS: 
I ,dl,a B 1 

Administer TEQUIN ( 
Single 4OO-mg dose ? 

atifioxaci”) after a dialyses session for patients on hemodialysis. 
EQUIN regimen-(for the traatmant of uncomplicated ““nary tract tnfec- 

trons and gonorrhea) and 200 mg once daily for 3 days TEC!UlN rag,me” (for the treatment of 
uncomplicated urinary tract infections) require no dosage adjustment I” pabents with knpased 
renal function. 

The following formula may ba used to esbmate creabnme clearance: 
Me”: Creatinine Clearance (mL/mm) = Weight (kg) x {I 40 - age) 

72 x serum creatlnine (mg/dL) 
Women. 0.65 x the value calculated for men. 

Chronic Hepatic Disease 
No ad)ustment rn the dosage of TEQUIN is necessary in patients wrth moderate hepatic snpakrnent 
(Chad-Pu h Class 5). There are no data !” patients wrth severe hepatic rmpainent (Chrld-Pugh 
Class C) &e CLINICAL PHARMACOLOGYI.  
Intravenous Administmtioo 
Preparation of Gatif lo%wn for Intravenous Administmtron 
TEQUIN sotutioo in &g/e-use vials: TEQUIN injectron is suppired in single-use 40 mL vIais 
(10 mg/mL) ccntatning a concentrated Solution of gafrfloxacin rn 5% dextrose (400 mg of 
gattfloxacrn) [see H O W  SUPPLIED& THESE TEQUIN IN~ECTlON SINGLE-USE VIALS MUST SE 
FURTHER DILUTED WITH AN APPROPRIATE SOLUTION PRIDR TO INTRAVENOUS ADMINIS- 
TRATION. The concentration of the reaulhng diluted solution should be 2 mg/mL prior to 
admmrstration. 

CompaObS intravenous solufrons: Because a hypotooo solutmn results, Water for injectron 
should not be used as a diluant when praparjn a 2 mg/mL solution from the concentrated solution 
of gatrfloxawn (10 mgIm# (see PRECAUTtON& Any of the followtng intravenous solutrons may be 
used to prepare a 2 mg/mL 

2 
atifioxactn sotuba”. 

5% Dextrose injectton. U  P 
0.9% S&urn Chloride Injectron. USP 
5% Dextrose and 0.9% Sodtum Chloride Injection, USP 
Lactated Ringer’s and 5% Dextrose Injection. USP 
5% Sodrum Bicarbonate Injection, USP 
F’~“$rn,a-,t$~~ 56 and 5% Dextrose Intectron (Multiple Electrolytes and Dextrose Infection. 

t i~~S‘dr$~m’Lactate injection. USP 
Gatrfto~cm solutions at 2 mglmL alS0 have been shown to be compatible with 20 mEq/L 

Potassium Chlonde r” 5% Dextrose and O45% Sodturn Chloride Infectron, USP 

Plasma-Lyte*,s a regmered tradsmark of Baxter lnternatk,nni, tnc, 



Thas intravenous drua ~oduct should be msoected visuxllv for pticulate matter or& to diion 
and admmlstration. &pies conta~rung,v~stbiep~rticles shooti be discarded. Since ndpresetvative or 
bactenostatlc agent 4s present in this pioducr. aseptic techniiue most be used m  praparatton of the 
hnal intravenous solution. Since the VI& are for single-use only. any unused portion ramainmg in the 
vial should be discarded. 

Smce onlv limited data are wulable on the compatlbdw of oat~floxacin mtravenoos lniectmn 
wth other intravenous substances. addittves or dlber idw&ons should not be adied to 
TEQUlN Injection m  single-use vials or infused simultan&w$y through fhe same intravenaua line. 

If the same IntravanouS line is used for sequentraf Infusion of different drugs, the line should 
be flushed before and after infusion of TEQUIN lnjectmn with an infusiofl solubon con-ipatrble 
wth TEQUIN lniection and with any other drug(s) adminrstered wa this common lme. 

If TEQUIN lnlect!on (s to be given concom~tantiy with another drug. each drug should be gwn 
separately in accordance wth Lhe recommended dosage and route of admmistration for each 
drug 

TEQUIN lnjecbon premix m  sngle*use flexible containers: TEQUIN Injection is also avaiiable 
fin ready-to-use lOO- and 200~mL flerible bags containmg a dilute solution of 200 or 400 mg 
gatdloxacin m  5% dextrose. NO FURTHER DILUTION OF THIS PREPARATiON IS NECESSARY.  

Thts mtravenous drug pmduct should be Inspected visually for particulate matter prior to 
admimstraoon. Samples containma visible Damcles should be dac&ded 

Since the premx fiexlble bags a& for sin& use only, any unused portion should be discarded. 
Smce only kmited data are available on the compahbikty of gatif loxacm intravenous injection 

with other Intravenous substances, additwes or other medlcahons should not be added to 
TEQUtN hiectlon in flexible contaInerSor Infused simultaneouslv throuah the same intravenous 
line. If the same intravenous lme ts used for sequential Infusion 03 differ&t drugs. the line should 
be flushed before and after infuwn of TEQUIN In&on with an Infusion solution compattble 
wtth TEQUIN Injection and wth any other drug(s) administered via this common brie. 

Inslwchons for the use of 7ECllJlN (gatifloxeciti m  5% &&rose) @?&on premn MI @Mb/e contat~~: 
To open. 
1. Tear outer wrap at the notch and remove solubon container 
2 Check the contamer for minute leaks by squeezng the Inner bag llrmfy. If leaks are found. or 

If the seal is not Intact, discard the solution. as the sterility may be compromised. 
3. Use only If solution IS clear and light yellow to greenrsh-yellow in color. 
4. Use sterile equipment. 
5. WARNING: Do not use ffexfble containers in series comectiom. Such use could result in 

air embolism due to residual air being drawn from the primary container before administratron 
of the fluid from the secondary contamer B cornplate. 

la Preparation for admwwtration. 
1. Close flow control clamp of administ@ion set. 
2. Remove cover from port at bottom of contamer. 
3. insert ptercing ptn of administratmn set into port with a twishng motion until the pin is fwmly 

seated. NOTE: See full directform on administration set carton. 
4. Suspend container from hanger 
5. Squeeze and release drip chambar to establish pmper fluid level in chamber during infusion 

I of TEQUIN Injectvx premix in flexible containers. 
6. Open flow control clamp to expel aw from set. Close clamp 
7. Regulate rate of admmistrahon with flow control clamp. 

Stab/i& of TfQfJlN !njecbon es Supplied 
When stored under recommended conditions, TEQUIN Inlection. as supplied m  40-n& vials and in 
100-mL and ZOO-mL Rexrble contamers. is stable through the expwatron date ptinted on the label. 

S&b!/@ of TEOUlN /rye&on fd/owing D#ution 
TEQUIN injection. when d~lutad in a compatible intravenous fluid to a concentraban of 2 mg/mL, 
is stable for 14 days when stored between 20’ C to 25’ C or when stored under refrigerabon 
between 2” C to 8” C. 

TFQUIN lnlectlon, when diluted to a ooncentratton of 2 mg/mL in a compatible intravenous 
flwd EXCEPT FOR 5% SODlUM BICARBONATE INJECTION, USP, may be stored for up to 
6 months at -25” C to -10” C (-13’ F to 14’ F). Frozen solutions may be thawed atbontmlled 
mom temperature Solutions that have been tnawed are stable for 14 days after removal from 
the freezer when stored between 20’ C.?o 25” C or when stored under refrigeration between 
2” C to 8” C. Solutions should not be refrozen. 

H O W  SUPPLIED 
Tablets 
TEQUIN’(gatifloxactn) Tablets are available as POD-mg and 400~mg white. fi lm-coated tabiets. 
The tablets are almond shaped and biconvex and contain gatifloxacfn sesquihydrate equivalent 
to etther 200 m4 or 400 ma aatifloxacln. 

TEQUIN Tab&s are pac&ed in bdttles. unit dose blister strips. and m&dose blister packs 
of 5 tablets (SEQUIN Teq-Paq’y in the following configurations: 

200 mg tablets-color: white: shape: biconvex; debossing. “BMS” on one side and 
“TEQUIN” and “200” on the other 

Bottles of 30 (NDC 0015-l 117-50) 
Blster pack of 100 (NDC 0015-l 117-80) 

400 mg tablets-color: white; shape: blconvex: debossmg. “EMS” on one side and 
“TEQUIN” and “400” on the other. 

Bottles Of 50 (NDC 0015-1177-60) 
Blister pack dr 100 (NDC 0015-li77-80) 
Carton of 3 TEQUIN Teq-Paqs’” (5 tablets each) (NOC 0015-I 177-211 

: 
storage 
Store at 25” C (77* Fj; excursions permttted to 15” to 30” C (59” to 86’ F) [see USP Controlled 
Room Temperature]. 

l”trav@nous sohltion-single-u.ee vials 
TEOUIN” (gatrfloxacin) lniection IS available for intravenous administration m  the followng con- 
figurations: 
Single-use vials contaming a clear. ltght yellow to greemsh-yeilow soiutmn at a concentratmn of 
10 mg/mL gattfloxacm. 

10 mg/mL (400 mg), 40-mL vials (NOC 0015 1179-80) 

storage 
Store at 25’ C (77” F). ewcurscons permitted to 15” to 30” C (59’ to 86” F) [see USP Controlled 
Room Temperature]. 

Intravenous Solution-Premix Bags 
TEQIJINm laatiftoxacm m  5% dextrose\ lntectron rs ava0able in readv-to-use flexrble baas 
contammg‘a dilute solution of 200 mg dr 460 mg of gatifloxacin m  5% bextrose. Premix bags 
are manufactured by Abbott Laboratories m  North Choago, IL. 

2 mg/mL (‘200 mg), 100-mL fiexlble contamer (NOC 0015-1180-60) 
Carton of 24 (NDC 0015-l 160-79) 

2 mg/mL (400 mg), 200.mL flwble contamer (NDC 0015-l 181-80) 
Carton of 24 (NOC 0315-1181-79) 

storage 
Store at 25” C (77” F): excursions permitted to 15” to 30” C (59” to 86” F) (see USP Controlled 
Room Temperature]. Do not freeze. 

ANIMAL. PHARMACOLOGY 
In three ammat spews Irats. beaole dooa. and cvnomolaus monkevs) riven oral c@tlfloxaCin doses 
approximately 1 .b- to lit&s the app&?d ho&an do& (based & d&y surfac<area) from ona to 
SIX months, electron muxoscopy showed vesuilation of rough endoplasrw reticulum and 
decreased secretory granules in &ncreat!c p-ceils of a# three spe&s. These oltrastwctural Changes 
correlated with vacuolahon of pancreahc p-cells seen by light microscopy m  dogs gwen a dose lavei 
for one or six months that was approxgmately eqwalent to the human dose (based upon body 
surface area and plasma AUC) Followng a 4+wak recovefy period wdhout gatifloxacin. partial 
~@COV@N from the* mnpra;rt ir chonwc ~rec con in thn rr+ **A -n-d**- --^ .-L ’ 



-901~o_ rev, 5: -0 ,“ll LI.rdo*oIIss on lom‘“.~xre.~~O”-D.sx carton. ,__._ _.. 

4 Suspend contamer from hanger. 
5 Squeeze and release drip chamber to establtsh proper fluid level m  chamber durtng tnfwon 

of TEQUIN Injection prermx m  flexible containers. 
6. Open flow control ckvnp to expal atr from set. Close clamp. 
7. Regulate rate of admmistration wth flow control clamp. 

Stabd!ty of TEQUlN Infechon as Sup,?/fed 
When stored under recommend& condittons, TEQUIN in@ction, as suppIled in 40-mL vials and in 
100mL and 200~mL fiexible’oontiners. IS stable through ihe expiration date printed on the iabel 

Stablllfy of TEOUIN tn&wtion FoJlowing Diluhon 
TEQUIN Injection, when diluted in a compatible mtravenous flud to a conoentration of 2 mg/mL, 
is stable for 14 days when stored between 20’ C to 25” C or when stored under refrigerabon 
between 2” C to 8” C. 

TEQUIN Injection. when diluted to a concentratfon of 2 mg/mL 10 a compatible fntravenous 
fluid EXCEPT FOR 5% SODiUM BICARBONATE INJECTION, USP,  may be stored for up to 
6 months at -25” C to -IO*% (-13” F to 14” F). Frozen soluiions may be thawed at controlted 
room temperature. Solutions that have bean thawed ara stable for t4 days after removaJ from 
the freezer when stored between 20” C to 25” C or when stored under refflgeration between 
2’ C to 6” G. Solutions should not be refrozan. 

now SUPPLlED 
Tablets 
TEQUIN” (gat!floxacin) Tabteis are awlable as ZOO-mg and 400-mg whtte. film-coated tablets. 
The tablets are almond shaped and biconvex and contain gatifloxacul w&hydrate equwileot 
to either 200 mg or 400 mg gattfloxacin. 

TEQUIN Tablets are packaged in bottles, un!t dose Mister strips. and m&dose Waster packs 
of 5 tablets (TEQUIN Teq-PaqrM) in the following oonfigurations: 

200 mg tablets-color: white; shape. bfconvex; debossmg: ,‘E M S ” on one side and 
“TEQUIN” and “200” on the other 

Bottles of 30 (NOC 0015-I 117-50) 
Blister pack of 100 (NDG 0015-1117-80) 

400 mg tablets-color: white, shape. btconvex; debossing: “E M S ” on one side and 
“TEQUIN” and “400” on the other. 

Bottles of 50 (NQC 0015-l 177-60) 
Blister pack of 100 (NOC 0015-l 177-80) 
Carton of 3 TEQUIN Teq-Paqs’M  (5 tablets each) (NOC 0015-7 177-23) 

storage 
Store at 25” C (77’ F); excursions permitted to 15” to 30” C (59’ to 86” FJ [see USP Controlled 
Room Temperature]. 

intravenous Solution-Single-use Vials 
TEQUINB (gatiioxacm) Injection is available for Intravenous admmfstratmn m  the following con- 
figurations: 
Single-use vials contaming a dear, light yellow to greemsh-yellow solution at a coocentrat!on of 
10 mg/mL gatifloxacm. 

10 mg/mL (400 mg), 40-mL vials (NDC 0015-I 179-80) 

storage 
Store at 25” C (77’ F); sxcurstons permitted to IS” to 3V C ($9” to 86” F) [see USP Controlled 
Room Temperature]. 

Intravenous Solution-Premix Bags 
TEQUIN” (gatifloxacln in 5% dextrose) Injection is available in ready-to-use fiexlble bags 
contammg a dilute solutjon of 200 mg or 400 mg of gatifloxacin m  5% dextrose. Premix bags 
are manufactured by Abbott Laboratories in North Chrcago, IL 

2 mg/mL (200 mgf, 100-mL flexible container (NDC 0015-l 180-80) 
Carton of 24 (NDC 0015-1180-79) 

2 mg/mL (400 mgY, ZOO-mL flexible contawr (NOC 0015-1181-80) 
Carton of 24 (NIX 0015-1181-79) 

storage 
Store at 25” C (77” F); excursions permttted to 15” to 30” C (59’ to 86* F) [see USP Controlled 
Room Temperature]. Do not freeze. 

ANIMAL PHARMACOLOGY 
In three arumal soecies (rats. baaale doos. and cvnomoious monkevsl &en oral aatifioxacin doses 
approximately 1 .b- to 1 &times thi app&d h&an do& (based ori d&y surface‘8rea) from one to 
six months. electron microscopy showed vesiculation of rough endbolasmic reticulum and 
decreased seoretc#y granules in p&oreatic @cells of all three spa&s. The& ultrastructural changes 
correlated with vacuolation of pancreatic @zells seen by light microscopy in dogs given a dose level 
for one or six months that was approximately equivalent to the human dose (based upon body 
surface area and plasma AUC) Following a &week recovery period without gatifloxaw. partial 
recovery from these pancreatic changes was seen m  the rat and complete recovery was evident in 
beagle dogs and cynomolgus monkeys (sea WARNINGS and CLINICAL PHARMACOLOGY).  

In contrast to some other quinolone antibactenals. there was no evidence of phototoxicity 
when gatifloxaorn was evaluated in the hairless mouse or guinea p!q models ustng simulated 
sunlight or UVA radiation, resp&t~vely. 

Unkke some other members of the qumolone class, crystalluna. ocular toxicity, and testwlar 
degeneration were not observed in &month repeat dose studies with rats or dogs gwen 
gattfloxacin. 

While some qu~nolone antfbaoterlals have proconvulsant activity that is exacerbated wtth con- 
comltant use of nonsteroldal a@-mnfiamm+ry drugs (NSAIO), g,atifloxacin did not produce an 
mcrease in seczure activity when administered intravenously to mice at doses up to 100 mg/kg in 
combination with the NSAID fenbufen. 

Qunolone ant~bacterials hava been shown to cause anhropathy !n mxnature ammals. There 
6 no evidence of arthropathy in fully mature rats and dogs qiven qatlfloxacm for 6 months at 
doses of 240 or 24 mg/kg, respecti&y (approximately 1 $ times thk maxmun human dose I” 
both species based on systemic exposure). Arthropathy and chondmdysplas$a were observed 
in immature dogs given 10 mg/kg gatlfloxaan orally for 7 days (approximately equal to the max- 
#mum human dose based upon systenvc exposure) [see WARNINGS] The relevance of these 
fuxllngs to the clinical use of gatifloxacrn 1s unknown 

Some members of the qumolone class have been shown to cause prolongation of the QT 
mterval I” dogs. Intravenous IO&g/kg bolus doses of gatifioxactn had no effect on QT mterval. 
,n anesthetued dogs. 

REFSRENCES 
1 Nattonal Comm~tlee for Clinlcai Laboratory Standards Methods for Difutlon Antunmobial 
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Document M7-A5, Vol 20, No 2. NCCLS, Wayne. PA.  January 2WO 

2 National Commtttee for Cknrcal Laboratory Standards. Performance Standards for Anbmrcrobial D/sk 
Suscepbbility Tests Seventh EdlDon, Approved Standard. NCCLS Document M2-A7. Vol. 2% No 1. 
NCCLS. Wayne, PA,  January 2000 



Patient information About: 
TEQUfN@ 

(gatifloxacin) 
200 mg and 400 mg Tablets 

This section contains important information about TEQUIN (gatifloxacin) that 
you should read before you begin treatment. This section does not list all the 
benefits and risks of JEQUiN and does not take the place of discussions with 
your doctor or healthcare professional about your medical condition or your 
treatment. If you have questions, talk with your healthcare professional. The 
medicine described here can only be prescribed by a licensed healthcare 
professional. Only your heaithcare professional can determine if TEQUIN is 
right for you. 
What is TEQUIN? 
TEQUlN (pronounced EK win) is an antibiotic used to treat tung, smus, skin, or 
urinary tract infections. and atso to treat certain sexually transmitted diseases 
caused by germs called bacteria. TEQUIN kills many of the kinds of bacteria 
that can infect the lungs, sinus, skin, and urinary tract and that cause certain 
sexually transmitted diseases. TEQUIN has beeri shown in a large number of 
clinical trials to be safe and effective for the treatment of bacterial infections. 

Sometimes viruses, rather than bacteria, may infect the lirngs and sinuses 
(for example, the common co(d). TEQUIN. like all other antibiotics, does not 
kill viruses. 

The sexually transmitted disease called gonorrhea is treated by TEQUtN. Other 
diseases called syphifts or non-gonococcal disease are not treated by TEQU%N, 

You should contact vour doctor if YOU thiflk vaur condition is not imorovina 
while taking TEQUIN. ?EC?UtN Table& are whiie and contain either 206 mg 07 
400 mg of active drug. 
How and when should I take TEQUJN? 
TEQUIN should’ be taken once a day for 1 to 14 days depending on your 
prescription. It should be swattowed whole and may be taken with or without 
food. Try to take the tablet at the same time each day. 

You may begin to feel better quickly; however. in order tu make sure that ait 
bacteria are kiiled, you should dompiete the fullcourse of medication. Do not 
take more than the orescribed dose of TEQUIN. TN not to miss a dose. but if 
you do, take it as soon as possible. If it is almost 6me for the next dose, skip 
the missed dose and continue your regular dose. 
Who should not take TEQUIN? 
You should avoid TEQUfN if you have ever had a severe allergic reaction to 
any medicine in the group of antibiotics known as “quinolones” such as 
CIPRO@ (ciorofloxaciti or LEVAQlJlN@ flevofloxaoin1. 

You-shbdd>v&d JI%UlN if y&u havi a rare con&tion known as congenital 
prolongation of the QTc interval. If any of your family members have this 
condition, you should inform your healthcare professionai. 

You should avoid JMUIN if you are being treated for heart rhythm distur- 
bances with certain medicines such as quinidine, procainamide, amiodarone, or 
sotaiol. Inform your heathcare professional if you are taking a heart rhythm drqg. 

You should avoid TEQUiN if you have a condition known as hypokalemia 
(low blood potassium). Hypokalemia may be caused by medicines called 
diuretics such as furosemide and hydrochlorothiazide. If you’ are taking a 
diuretic you should speak with your healthcare professional. 

If you are pregnant or planning to become pregnant while taking TEQUIN, talk 
to your doctor before taking this medication. TEQUIN is ‘not recommended for 
use during pregnancy or nursing, as the effects on the unborn child or 
nursing infant are unknown. 

TEQUlN is not recommended for children. 
What about other medications I am taking? 
It is important to’ let your healthcare provider know all of the medicines th&t 
you are using. 
l It IS Important to let your healthcare provider know if you are taking certain med- 

6nes that can have an effect on an elsctrocardiogram test, such as 
cisapride, erythromycin, some antidepressants, and some antipsychotic drugs. 

l You should tell your healthcare professional if you are taking medicines 
called diuretics (also sometimes called water pils) such as furosemide and 
hydrochlorothiazide, because diuretics can sometimes cause low potassium. 

l If you have diabetes, it is important to let your healthcare provider know that 
you have this condition and what medications you are taking for it- 

* Many antacids and multivitamins may interfere with the absorption of 
TEQUIN and may prevent it from working properly3ou should takeTEQUlN 
4 hours before faking these products. 

What are the possible side effects of TEQUIN? 
TEQUIN is generally well tolerated. The most common side effects that can 
occur when taking JMUIN are usually mild and include nausea, vomiting, 
stomach pain, diarrhea, dizziness, and headache. You should be careful about 
dnving or operating machinery until you are sure TEQUIN does not cause 
dizziness. If you notice any side effects not mentioned in this section or if you 
have any question or concerns about the side effects you are experiencing. 
please discuss them with your heatthcare professional. 

In a few people, TEQUIN, like some other antibiotics, may produce a small 
effect on the heart that IS seen on an electrocardiogram test. Although this has 
not caused any problems in more than 4000 patients Who have taken TEQUlN 
In premarketing clinical trials, in theory, it could result in extremely rare cases of 
abnormal heartbeat, which may be dangerous. Contact your healthcare PrOfes- 
sional if you develop heart palpitations (fast beating) or have fainting spdls. 

Disturbances of blood sugar, including symptoms of high blood sugaf 
(hyperglycemia) and low blood sugar (hypoglycemia), have been reported 
with TEQUIN in diabetic patients. Elderly patients with additional medical 
problems or taking additional medications may also be St risk for high blood 
sugar. If you develop low blood sugar while on ff33UIN, you should take 
[mmed&e measures to increase your blood sugar, stop taking TEQUIN, and 
contact your healthcare professional at once. If you develop high blood sugar, 
while on JEQUIN. you should contact your healthoare professional at Once 
before taking additional TEQUIN. If you have diabetes or SUSpeCt that YOU 
may have diabetes, discuss how to detect changes in your blood sugar with 
your healthcare professional at once before taking additional JEQUIN. 
Where can I get more information about TEQUIN? 



the missed dose and bontinue your regular dose. 
Who should not take TEQUIN? 
You should avoid TEQUIN if you have ever had a severe allergic reaction to 
any medicine in the group of antibiotics known as “quinolones” such as 
ClPROe (ciprofloxacin) or LEVAQUINo (Jevofloxacin). 

YOU should avoid TEQUIN if you have a rare condition known as congenital 
prolongation of the QTc interval. If any of your family members have this 
conditian, you should inform your healthcare professional. 

You should avoid TEQUIN if you are being treated for heart rhythm distur- 
bances with certain medicines such as quinidine, procainamide, amiodarone, or 
sotaiol. infomc your healthcare professional if you aretaking a heart rhythm drug. 

You should avoid TEQUIN if you have a condition known as hypokalemia 
(low blood potassium). Hypokatemia may be caused by medicines called 
diuretics such as furosemide and hydrochlorothiazide. If you are taking a 
diuretic you should speak with your’ healthcare professional. 

If you are pregnant or planning to become pregnant whife taking TEQUIN. talk 
to your doctor before taking this medication. TEQUfN is not recommended for 
use during pregnancy or nursing, as the effects on the unborn child of 
nursing infant are unknown. 

TEQUIN is not recommended for chrldren. 
What about other medications 1 am taking? 
It is important to let your healthcare provider know all of the medrcines that 
you are using. 
l It is important to let your healthcare provider know if you are taking certain msd- 

icines that can have an effect on an eiectrooardiogram test, such as 
cisapride, erythromycin. some antidepressants, and some antipsychotic drugs. 

l You should tell your healthcare professional if you are taking medicines 
called diuretics (atso sometimes called water pills) such as furosemide and 
hydrochtorothiazide, because diuretics can sometimss cause low potassium. 

. If you have diabetes, it is important to let your heafthcare provider know that 
you have this condition and what medications you are taking for it. 

* Many antacids and muliivitamins may interfere with the absorption of 
TEQUfN and may pravent it from working property. You should take TEQUIN 
4 hours before taking these products. 

What are the.possible side effects of TEQUIN? 
TEQUIN is generally welt tolerated. The most common side effects that can 
occur when taking TEQUIN are usually mild and inetude nausea, vomiting, 
stomach pain, diarrhea, dizziness, and headache. You should be careful about 
driving or operating machinery until you are sure TEQUIN does not cause 
dizziness. If you notice any side effects not mentionedin this section or if you 
have any question or concerns about the side effects you are experiencing, 
olease discuss them with vour healthcare orofessional. 

In a few people, TEQUlN;kke some other antjbibtica, may produce a small 
effect on the heart that is seen on an electrocardiogram test. Akhough this has 
not caused any problems in more than 4000 patjen+s who have taken TEQUlN 
in premarketing clinical trials, in theory, it could rest& in extremely rare cases of 
abnormal headbeat, which may be dangerous. Contact your healthcare profes- 
sional if you develop heart palpitations (fast beating) or have’fainting spells. 

Disturbances of blood sugar, including symptoms of high blood sugar 
(hyperglycemia) and low blood sugar (hypoglycemi;& have been reported 
with TEQUIN in diabetic patients. Elderly patients \iuith additional medical 
problems or taking additional medications may also be at risk for hrgh blood 
sugar. If you develop low blood sugar while on TEQUIN, you should take 
immediate measures to increase your blood sugar, stop taking TEQUIN, and 
contact your healthcare professional at once. If youdevelop high blood sugar 
while on TEQUIN. you should contact your healthcare profession& at once 
before taking additional TEQUIN. If you have diabetes or suspect that you 
may have diabetes, discuss how to detect changes in your blood sugar with 
your healthcare professionat at once before taking additional TEQUiN. 
Where can I get mere information about TEQUIN? 
This section is a summary of the most important information about TEQUIN. 
It does not include everything there is to know aboift TEQUIN. if you have any 
questions or problems, you should talk to your doctor or healthcare provider. 
There is also a leaflet (Package Insert) written for healthcars professionals that 
your pharmacist can let you read. You may want to read this information and 
discuss it with your doctor or other healthcare professional. Remember, no 
written information can replace careful discussion with your doctor. 
Remember 
l Take your dose of TEQUIN once a day. 
l zreTlete the course of medrcatcon (take all of the pills) even If you are feeling 

l Do not use TEQUIN for another condihon or give it to others. 
l Store TEQUIN’tablets at room temperature in a tightfy seated container. 
l Throw away TEQUIN when it is outdated or no longer needed by flushing it 

down the toilet. 
l Keep this and all medications out of reach of children. 

ClPRO@ (aproflaxacin) is a registered trademark of the Bayer Corporation. 
LEVACXJIN@ (levofloxacin) IS a registered trademark of Ortho-McNe!f Pharmaceutical, Inc 

Bristol-Myers Squibb Company 
Princeton. NJ 08543 USA 

Licensed from Kyonn Pharmaceutical Company, Ldmifed, Tokyo, &pan 
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